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80mg) XIE7 7oA & ML TR L7z & X O AR R AL % -
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P E— AT O A IOV THED D EF LIz 2720, FO
0.0 REPD LD 215 WML ERRR L Cwb 2 & 2L Lz,
T T T T T T T T T T T T %2 K(H“ﬂ <2'§§Ig$31§] 77't+ﬁlfﬂ> ‘il‘»%y*
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BRI B, KT 10kg ML EOBEERE 102 BB 2 KR F 17-2 RO F oo
H1720eBY), FEFGEHTH S A v 7V FRBHIR (ke &
1) 1%, 10kg L E 20kg AT 39.1 WefE, 20kg LAk 40kg Aiii T 45.6 “0.24
FEf. 40kg L ET 609 Bl TH o720 7 A VAL - HREIBIO AL > 70V
TR (heE) (&, A/HINIpdm BClE 1642 B (2 B1). 0.0]
A/H3 B TiX 45.2 i (86 #1). B HICIix 43.8 Kil] (761) TH o T T T T T T T T T T T T T
7219, 0 30 60 90 120 150 180 210 240 270 300 330 360 (hr)

5 BAM S DIERE
B17-3  [ERRILFE S MARER RS T D Kaplan-Meier piifi
N VR TRAFZEAHT 2 EH)

(4)



BRI FEBE X, 5.6% (41/730 BI) TH - 7zo FRENEMIZEL
22% (16/730 1), T 1.2% (9/730 ) T o724,
(FBE)
17.1. 4 ERE I 1BEGARELER
AV TNVI T A R EYE B O Jm KRG S A S % R
W AHIDOA 2 7 VI VY 4OV ZRGEOSSERHIRE (10 H )
%, BEBLEERWATRE MR CRAE L 72e £ Y 7 VT VY
AV R EGE B DOFAED & 48 W LIS, 2 O i Rk & 2k 6] &
WH AR GEMROKREICELTATFHEL < URF IV Img/
kg, 10mg. 20mg. 40mg. # L < 1% 80mg) Xix 7 J kKR % Hi|ul#E
PG5 L72k %, EEFEE Th BERMEA ¥ 7V Y 4L ARk
BERE GEBPOMIREERD ) O#MEIEZR 1740 BY ., KRARE
T19% (7/374 B1E2), 75 L KET136% (51/37561) THYH., 75
EARIH T 2 ARFNOBEEEAMGES N7z 4 VT VT Y £ ) R R
FERBE DT A VAR - ERP OREBNEA ¥ 7V v 4OV A R
ZOEGIE, AABERTT T RKBETERZNR, A/HINIpdm B Tl
1.1% (2/176 BE2) F 18 10.6% (19/180 1), A/H3 BT 2.8% (5/
181 fiE2) K v 175% (32/183 %), BEITizwFhd 0% (FhEh0
/28105 0/361) THo721, [56, 7.3, 74 ]
¥ 2) K 20kg Rilio/ME 2 Fh 2Rk TiE 194, A/HINIpdm %l
8Bl A/H3MITIx 11 % &rdso FHHICH L CTIAARE 20 kgbh Eod/hJR
DO - HEAKREIN TS,
F17-4 ENEDHERRBRTOREBEEA > 7V vy £V 2 G
B (BB OIPREHEIRD V) L oE &

FETENEA V7NV U | TR E DR
" b % AN AbEERE D | REEA) 22
| BGH ) AR W (I [95% = 1% 1)
[95% 15 HE X [H]] p 1l
SRR e e 014
etk 13 64/' (5.1 1) (006, 0.501
F S S -070 <0.
7R 375 [103. 175] p<0.0001
1.3% (4 1)
]
12 B | [04, 33] 010
' - 13.2% (40 1) [0.04, 0.28]
FIEHK| 304 06, 175]
) 42% (3 1)
| %3
12 i il i 109, 11.9] 027
) N - 155% (11 ) [0.08, 0.90]
7 180, 26.0]

1A YTV VHF YAV AR RT-PCREICE D R L. SEIIK
i (KT 37.5C L b, WREHERIE T8 THK/BOFD | on
FNH [2: PR X [3: JE] LB/ L7
¥2 1 DA ¥ 7V WRGE B H O FAE D © [ R AL I W A O
MR E CTORER (24 BERIRGE. DLb). @4 v 7 vz v RYHRE
BEOA VIV o HFERESE (KA, AFIDSY . OFEREX T
[FMAGEE OFERE ERE T2BIERT Y V. FieH o5 %
E?ﬁ*ﬁﬁ%n:m%%&%zitéa@@t L. pflid. kDB ERED
AR,
%3 1 KT 20kg KiGO/NE 19 BlE S, FRHICE L CTldfkE 20 kgbh Lo
NROHE - HED KBS TW 5,
BRI ZE B IX. 1.9% (7/374E36]) TH o720 ERBIEIZEL
05% (2/374 E3BI) TI - 72 19,
1 3) RIE 20kg KimD/NB 19 Bl % Edee FRHICE L TldfkE 20 kgbh Lo/
WO - HEIKBIN TS,
18. EEZhEE
18.1 fERHF
NEFHUEIL URFVOVEEKIT ABRKOBEA Y7 v v
TANADF ¥ v TIREWET Y F X7 L7 — iM% #I IS E 3
o ¥y v MMREMT Y FX 2 L7 —Xid, mBEMEEE mRNA §i5E
RZ R RINZYW T 28ETH Y. 74V A mRNA GRICLER TS
A<=, RNAWHZERT 2, NuaFHEl <IUKRF 2 IVEHE
Kid, Fv o MEERZ Y FX 2 L7 —BilHZHEL, Y4V R
mRNA OEEEHEST LI LX), 7 A )V ABGEIIHIVE N 2 5463
% 19,

18.2 B
18.2.1 In vitro DA )L RHEFEHFIZHR
ARBO B A 7 VT H YAV A OFEEBRER TR S MR (7
19325 —EHERIIKT 2 EZWIT 2R3 NA/H274Y 2Rk %
i) ZEGeS 7 MDCK Mifla (4 X Ehg M L) cBwv T,
NOFHFEN IR F I IOVIEEEIE Y £ OV ZWREIHFIZ R 28 Lz,
(74 V2Nl % 1/10 12HHIT 23 (ECo) 3. A EIT0.46~
0.98nmol/L. BT 221~648nmol/L T& - 72.)
T/ ZOREIE, HSN1 U HINO RO B A >~ 7V Yo A )V A
(V149 3= —CHEANKT 5 BT %2773 NA/H274Y. NA
/R292K DEERME &) & EGE &7 MDCK Milglc BT D
57216, (ECy I3 0.80~3.16nmol/L)

VZI—HfE - BEh (5)

18.2.2 In vivo iU A IV R1ER

ABBOBEA V7 VI W 4V AOEBRE U EER S HER ()
49 3= —EHERITT 2 EZHNT 273 NA/H274Y 258tk %
) #EMHLAYYZAEFTVICBWT, NaFHEL SV ERFU LV
. FTEBH O~y 2N Y AV 2 Il E AR AT S8 72 10,
CORFIE, REEREEIH LT AICARAL VIV UL
AMEBEHLZET VIS, B2, BA Y7LV UHF T4V Ak
(H5N1. H7N9) ZHEH L7z ZAEF NV IMZBWTHED SR,
F7 ABROBEA U INVZ VYL VAR EAL VTV Fy
4V AK (H5N1., H7N9) # 8L~ AHLEFTVIZBVT, N
OXHFEN wRF IV, BIEEEZYE L2, ZOHERE,
ALV INZ VI AL VAKREEBL 27 AETFVICBWT,
G Z RS TH (U A4V AHAME 24~96 BEIC B 5-FG) B0 5
nz- 19,

ALY INZ VI NVABEEM L7 2Ly PEFTVIZBWT,
NOFFEL IV RF VI, 58 HORPESRE RN Y A 0V 2 Il
ZTF &, KR EAZIH L2219,

18. 3 ik
18.3.1 BRARELER

BN 12 L b /N 2305 & U7z EBR SR 4 AR R ER, N1
VA HFZHTHEE 2R E L2 EERILE S THEERR, 12 %
FKiGo/NEE IR & U ENE AR RBRO SR RBIC BT, &
A G- S, B GRTRICHEIERYENT SW G TH o BB D S B,
NEFHEN VR F IV VEEERORE SR TH R A5 —E¥
MMEEOEHEEO 138 D7 3V BERNED LN HEBRFEOHEITE
181 DEBY TH o722,

F18-1 SEIAHRB, B/ERR, AEHORY) 27— VREEAY

IR D 138 7 3/ A R OFEIIRN

[ &4B*! [A/HINIpdm B[ A/H3M#2 [ B Rw#2

AT 12 i L Lo /NR 2 b G & U 7z IR [ 5 AT IR 3%

\ 9.7% 0.0% 109% 27%
PR 40kg DLE | (6370) 0/4) (36/330)%3 | (1/37)%
NN AT RFZAT B EEZGE L7z ERIE 5 AR AR
\ 5.2% 56% 9.2% 08%
PR 40kg DLE 1 15)300) (1/18) a314) | /13D
12 A O/NE 23 G & U 7 EIN G TAHEAR A5
P 234% 0.0% 25.7% 0.0%
EE g 0/2) (18/70) 0/6)
\ 16.7% 16.7%
HIEAOkg BLE |0 (1/6)
K 20kg DLE | 184% 0.0% 200% 0.0%
10kg Kili | (9/19) 0/2) ©/45) 0/3)
fK 10kg DL 1= | 381% 42.1% 00%
20kg Kii | ©/2) 8/19) 0/2)
K@ 5kg DLl | 00% 00%
W0kg il | 0/) 0/

% (GEBBIEY/ A5

#1: ZEFOHKFHIB VT, EHEERMT 1L LTEh L7z,

X2 AV AB /RN OEFHI BT, EEIEGE B 55 % o YRS
BRI RECTH o 727 A WV AOR - WilICZENnZFNR1HlE LTRF
FL7

31 BNE A/H3 RO B4 7 VI VW 4V A D EBEGBHE T,
MANZBNWTIZS DT I/ BEERIED bNT,

¥4 HBICE L TIAE 10 kg Eo/NRB O - AEFEKE SR TW
%o

WTNOBRKRRBICBWTH, ARG HIZ 38 DT I RERE KN

L7- BEEFITIE. RFES 25 3 H B U —@&Mo Y £ v A hlio

EAPED LN BB WAL 12 EU EO/NEZ R E L7 ERR

S MR RBOARF G- SN2 BETROOLNZ 138D T I/

BEROFENDO T A VAIMMOHERIIK 181 DEB Y THo72 0,
(Log.o [TCID,0/mL])

—a— AFIEE 138 7 X BERA
—— AFHIEE 138 7 X SRR
-o- TR

BINSAIHUHEIUA

1 2 3 4 5 6 7 8 9 (H)
53 el
18-1 EFRILFESE MAHERRBRICHBIT DR A T —VEEEHE
D 138 7 2 MAROG R DDA )L XSl DHER
CEEME + R )



V7 —HfE - Bh (6)

A4 VT IVI W AV RBESEDSHEIHIRI R OMGEE Hiy & L7zEN
5 AR BRPR 3BR I B\ Ty ARHIBE 374 B, PR 5-Ri1#%12 63 B T4
VINIUHFIA VA ER, 20 bHEHRIZI0BITIE DT
IOBMERTANVA (ARAL V7 IVI U Hy 4 )V 2GS RE) 2537
D HNT. EWPITIE, 12 LTI, AFIBE 303 B, FHi#H5R
BICAHFITA Y I NVI O FIAL VADPKRIBENR, D) bEGHICT
BITI8 DT I JERER T A IV ADPRED LN/z0 12 AN Tk, KA
TE 71 BIEDH, PRERGRIHRIC 17 BIEDT L ¥ 7 VI V7 A )V 2D
B, 20 HHEG5HIZIHEDTIZ8DT I JBEER Y 4 VAHR
DHNTz 12 RRMORER T, AE 40kg DL ETIIAAITE 4 61,
T GHIHBICA YT VZ Yy FI AL VAR SN IEGIE R o 72
A%, R 20kg DL 40kg A TIIAHIEE 48 B, PRI SR 10
BITAL Y INVZ T AL VARSI, D) L5122 FITI38
DT I BERY A NVADED SNz, KRE 10kg YL E 20kg il Tl
ARANEE 19 BlEDR, PREFRGRRIC 7T BIEDIT, YTV HF T4 VA
AR EN, 205 BHRGHRICIHEITIE DT IV BERY A VA
MR SN0, [52, 55 BM]

1) MK 20kg Kl O/NEE G FHHIIZHE L CTIRARE 20 kb Eo/RNED
- HRPKEI N TW 5,

E2) PRI L TIIAE 20 kg LO/NBORE: - FHESKRE IR TV,
AR O 12 DL Eo/NE &R R & U2 FERS LR 45 TR R REBR IC B W
T ARG SN2 BH T, SRR ICHEERTIFT ST RETH - 72
370 B 2 BN T FHE N IR F T OVIEMR O SR IFEAL T H
LR AT —EHEEAEHEEO E23 07 IV BERNRD Nz,
NAVAZHT AT 2BH 2T E U EEL RS TAHBER RIS
W, [AREIC 200 B 1 BIIC BE23 7 3 BERMED LN 125
K D/NB A& G & U2z FENE THERREClX, AF2 RS Shz i
BT BRI LRSI A TH - 72 77T BITPIC E23 07 3 7
BAERIIAD SNE Do T,

AV TNIUHF Y AN AEYEDOFHEIH AR OMGEE Hig L L72FEHN
85 AR R SR BRI B\ Ty ARHIEE 374 BITED M, PR+ 5B 412 63
BIENTA YT NVZ I AL VADPHIER, 20955 HEITE23 O
T I WERY A VADED -0,

¥ 3) KTE 20kg RO/ 19 Bl & e FRHICE L CTIZRTE 20 kgl £/
WoOHP: - HEIARIN TV,

iE4) AE 20kg Ris/NE 7 Bl &, FRIICE L TI3RE 20 kgl Lo/
WM - HEPSKR IS TWwDS,

W 5) RE 20kg Kl /MR 1B Z &, FHICH L TIdfRE 20 kgl Lo/
WoHE: - HEIAR I TV,

18.3.2 FEEEAREAER

ARIBROBEIA ¥ 7 VI V¥ £V AEBRESEMZ 72 in vitro
P HERBRIZBVT, ABY AV AKRTIE, NEFHEL UK
X VOUVIEMEARIC T 2 K PRSI & H U CIRR TR 100 R L 72
TANWVARDPESN, TNHOKRTIE, I38T D7 I/ MEENED L
N, B, 7zby PZBWTHAER Y L VA EDOBEEELETT
38T D7 I/ WBERY A4 )V AOMHME R CM=FE I H AR 2 1 6 74
W2 kRO Lhz2, —F, BEYAVAKRTIE, 73V BERIZ
SN Ao 722,

T, UN—ZAV AT A7 AFECL VAR AR, Y7V
W AN A% Wiz in vitro BERIZBWT, 138 D7 I/ BRERIZ.
NEFHEN VR F IV OVEERIN T 2 &2 % K TR 50 £,
E2307 3 VAR IE, NaFHUL I VEF I UHEEERICK T 5 &
ZVE R AR TR 55 KT S872 20,

19. BXESICEATSEEZHMA
AR ST EF L L EF L
(Baloxavir Marboxil) (JAN)
1b%44 : ((12aR)-12-[(11.5)-7,8-Difluoro-6,11-dihydrodibenzo| b,e Jthiepin-11-
y1]-6,8-diox0-3,4,6,8,12,12a-hexahydro-1 4 -[1,4]Joxazino[3,4-c |pyrido
[2,1-£][1,24]triazin-7-ylloxy)methyl methyl carbonate
55 ¥ ¢ CorHasF2N307S
455t 1 571.55
PEIR © A~ R AROMEKTH 5.
FAFNWANEFY FIZHEFRTL 72 P2 P VIZRRETR
T AF 7 —=NVRIFTy 7 —)b (995) ITHEIFIZL L, KiTide
A BT v,
1b2FE X

o}
H;C J\ NN
~0 O/\O

Al #9228 (5%
SIRAREL : log P=226 [1-42 % 7 — /K]

21, ERREMH
PSS A 2 A BIEH £ JeE o by SEEC I A 2 X,

XFL 17

(6)

22. A
(U 7 Ib—H§E 10mg)
10%¢ [10§E (PTP) x1]
(V' 7 I —H§E 20mg)
10$¢ [10%E (PTP) x1]
(V7 —YEEh 2557 8)
10 [05g (SP) x10]

23. EEEk
Ok k%2

1) Centers for Disease Control and Prevention (CDC) N4 ) X 27 HF
%A 5 HBE https://www.cde.gov/flu/highrisk/index.htm (2020/11/
6 72
BRSO FH N VR F Y VoL AR R (2018/2/
23 KiR. HREE AT 26.6.6) (201800035)
MNER D Ty MRS AT R O RATEE (2018/2/23 AKFE. HIREE R
B2 2.6.44,2.64.6) (201800028)
ANEELPT KOS APTT OIER O R R AEZERE (2018/2/23 KGR, H
EREE 26.68) (201800037)
HEE AT FHFEL VRS I LOEYEIEE (2018/2/23 &, H
R 2.71.227.222723) (201800012)
6) FLPIERLA R RS (201800322)
7) MRNER N TN VR F D VIEERD in vitro MTEERBARE S
R OMERFATYE (2018/2/23 K72, HIGEEEHMKEE 264.4) (201800027)
NG HRin vitro RHRER (2018/2/23 KR, HAEEFHESE 2.6.4.5)
(201800029)
PGk MUEBTEEZ 2 L7z in vitro FEWHEALER (2018/2/23 7K
. HFE RS 264.5) (201800025)
HWNERE N S AR —F — 24 L7 in vitro EWHEAEH
(2018/2/23 K78 HIREEREEE 264.7) (201800026)
HAERANTFFEL < VEF VVOEWHEIER (2018/2/23 %
A GRS 27.2.2) (201800013)
R : AR OV E A BE DR AT 7 R I OS2 30 BB
(2018/2/23 A7, WFH&FHEE 2.7.6.14) (201800011)
PR NB BB RENE T A — 7~ 5 ViR (2018/2/23 7
A, HFEE RS 27.3.32.7.6.15) (201800010)
FPEE N4 U R 2 RT- %A 2 G5 E R W 4 A R R 3R
(201800479)
HPNER 7V —F R RS AR (2020/11/27 KR, BB R R
2761) (202000356)
MPEE  NEFRH UL S VERF Y VEEROR ) % BT 2 R
(in vitro) (2018/2/23 77, WiHEEHEZE 26.2.2) (201800018)
HPEE N FHEL IV ERFILDOL TNV UFET AL VAL
X3 2 B PIEIVE R B ORI (v 2) (2018/2/23 KR, HIEG
FHEZ 26.2.2) (201800019)
HNER N NBFHEL IV ERFINVOZDOMOBRDE (7
2) (2018/2/23 Z#E. HAHEEMEE 26.2.2) (201800021)
ENERA BRI VIV Z Y FY A VRAERT7 = Ly MIBIF A T F
TNV VERFINVOHBENE (2018/2/23 AR, HibEFHEE
26.2.2) (201800020)
HWNEHR N FHFEL TV RF I VDY AV AEHEZH (2018
/2/23 K. WETEAMETE 2.7.2.4, 2020/11/27 KGR, HEEEFEE
27.24) (201800023)
PG R IEERR Bk 2 HI 72 in vitro THPESEEERER (2018/2/23 7
A HEEEREE 2622) (201800022)
HNER  NEFFEL VR FVVOEHBZHRZET ST
IBER YAV A QR (2020/11/27 KRR, HEEEREE
26.2.25) (202000357)

24, NKRERERVBEWEDLHEE
YRUP SRt R v & —
T541-0045 KBtk X BN 3 T H 13 8%
i 0120-956-734
FAX 06-6202-1541
https://med.shionogi.co.jp/

25. {RERFEMT LDER

AHNZ, TAB I BEA V7V v 9o 4V A RPFEDEE] OB
TR L2258 O AMEBE S E§,

26. BEIRFTEES

26. 1 SLEERETT
T IR A A
KRB g GEERT 3 T H 1% 8
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