020230500 M 0200
202302000

oo0ooooooo
oooooso

gbooobooobooobgn

oooooagee

boAT.0DO00000aoan

oooooooooo
872149

79N 0Ds10mg YD1
7IWPIF0D#:20mg T4
7IW9IF0D:40mg T4

AZILSARTAN 0D Tablets [SAWAI]

0mo—oo0o0o0ooooooooooo

2. 0@moooooooobooooooon

21l 000000000C00000O0O0O0000

220000000000C0000000O0O0DG09.5000

23 000oobooooooooobooOooooomooon
gboooooooooooodooooooboooooon
oooooooomo.1ooao

4. 000000
oooo

6. 000000
gboboooboooobooboootobzomgl0oonoO
goobooboooooboooboooboobooobOolboobooo
odd4omgo g

7. 00000ooooobcoOoo
gooooooocoooooooocooooooooboboooo
gobobzomgOOOOOOO0OOOCOOOOOOCOOMO17.2.1
ggao

8. Jooooooo

g1 jjooooOoo0ooooooboobobooooooDoobooboOoo
gbooboobooooooboooooboboobooboooo
gbooobooooo

g2 00020 00000000DO0OOOOOODODDODOOO
gooooobooooboboboobooobbooboooo-

o10

oD 10mg OD[ 20mg ODU 40mg

30500AMX00029000 | 30500AMX00030000 | 30500AMX00031000

20230 60 20230 60 20230 60

©o ©

©o

goooboobooooboobooboboooboobooobo
gooooboo

.poboooooboooboboobooon

JdJobooboooooobooo

Jdilooooooooboobooooobooboboooboooo
ao
gboooboobooooboooboboobouobooobo
gboboobooboooobooboobobooobooboooo

gboooboobooooboooboboobouobooobo
gbobooboobooooboobooboooboooon

gboboobooboooobooboobobooboobooboooboo
gbooobooboooobooboobobooboobooonoo

gbooobooboooobooboobobooobouoboooboo

gboooboobooooboobobooboobooboooboo
ooooooooobooooooooDii.a.2ooo

.2.1 00000000 eGFR 15mL/min/1.73m’0 0 [0 00
gbooobooboooobooboobobooboobooobo

gbooobooboooobooboobobooboobouoboooo

gboooboobooooboobobooboobooboooboo
ooooooooobooooooooDi.a.2ooo

3. 00000
3.100 0o0ooO0oOoooooon
opp |B0O000O00o0DI00000000D00000000D 9.1.2 00000000 DO
01mg o000 | D20mg 0000 | 040mg o000
oooo 0oooooon
01000 10mg [ 20mg [ 40mg
000000000000000000000000000
qgg |200000000000000MgI000000000
00000O0D-00000000000000000MgO oooo
ooooooooo 9.1.3 0000000000
3.200000
qgg |P0000000D|00000000D|00000000D ooooo
gomgoooo | 02mgo0000 | O4mgododon 9.1.4 00000000000
&
Coo 9.1.5 00000000000000
Sues 7NN PINHNIY
o 9.20000000
2o 594 HoA 9
= — — 0o
0o oooooo
D00 gppooooo 0ooooooo
oo oooo 0oo 0gd O00o0O000000016.6.1000
O mmO 7.0 8.0 10.0 9_2_2 DDDDDDDD
O 0 mmO 2.7 3.2 4.1
0 [ mgO 0 100 0 150 0 300
qggg | oo0ooo 0oooooo 0oooooo
oD 10 OO O oD 20 000 oD 40 OO0 9.3 0000000

0000000000 mchild-Pugh 0000070900
gboooboobooooboboobobooboobooboooo
O0O0OMmChid-PughD O OO OO0 00000000OCDO
oole.e.2000
400000000
4.l boobooooooooon
gbobooboobooooboboobobobooboobooobo
gbobooboobooooboobobooboobooboooo
oooomooooooooooooooooobooomoo
000000000 ooo™Ha
gbooobooboooobooboobobooboobooonoo
gbooobooboooobooboobobooboobooonoo
gbooobooboooobooboobobooobooboooo
ooooooooooooooone.sbon
glimooooooooooooooooooooooooon
gboobooobooobobooboooobbooboooboooo
gboobooobooboooboooobooboboobooo
oo




gzoooooobbboo0o0o0ooooooooooooo
gooobooobooboooooooobooo
gooobooobooboooobooobooooboobooboobobooo
gboooooogo
goooboooboobooooobooooboobooobobooon
gbooooo
goooboooboooobooboooboooog
09.5 00
gbooboooooboooooobooboobooobooooo
goobooooboooobbobbooooboooooo
gboobooooooboooooobooboobooobooooo
gbooboooooobooooooobooboobooobooooo

oooo

ooooooogo

gooooog

gooo

oooooooooo
ooooooo

oooooooooo
oooooooooo
oo

oooooooooo
[ 0 NSAIDs[
gooooooo

oooooooooo
ooooo

goooooooooo
goooooooooo
oooooooooo
goooooooooo
ooboooooooo
oooooooooo
oo

oooooooooo
oooooooooo
ooooooooooo

goooooooooo
gooooooooo
oooooooooo

gbooboooobooboooobooobooboooboooboo
gboobooooooboooobooobooboobooobooooo
gboobooooooboooobooobooboobooobooooo
gboooo2.20 9.4.1000

9.6 OO0

gbooboooooboooobooobooboobooobooooo
gooooOoooobopbo3mg/kg/O0 O OOOOOOODOO
gooooooboboiomg/kg/0000COO0OODOOODOOO

gbooooo
9.7 000

gboobooooobooobooooboobo

9.8 000

gbooboooooboooooobooboobooobooooo
gbooboooooboooooobooboobooobooooo

ooogo
10. OO0OO
10000 0o0ooooooo
gooo ooooo0ooo gooooog
go0oo0oo0o0o|0oco0oo0oo0o|0D00-0000000
O oo0oooooooo|oooo0oo0ooOoo
oooo ooo0ooooooOo|ooooooooo

pooooooooboon
gooooooooo
gooooooooo
gooooooooo
gooooooooo

gooooooogooo

om
02.3000
10.2 0000 000o0ooOooO0b00o0O
oooo ooooooodd oooooog

gooooooooo
ooooooooo
ooboooooo
ooooooo

goooooo
oooooog

gooooooood
oooooooo

gooooooooo
gooooooooo
gooooooooo
gooooooo
goboooooooo
gooooog

goooo
oooooo
ooooooooo
oo

011.1.2000

oooooooooo
oooooooooo
oooooocoooo
oooooooooo
oooooooooo
oooo

gooooooooo
gooooooooo
gooooooooo
goboooooooo
gooooo

goooooooono
O

gooooooood
oooooooooo
ooooooooo
eGFRO 60mL/min/
1.73m’0000000
oooooooooao
gooooooood
oooooooooo
oooooooooao
gooooooood
ooooo

gooooooooo
goooo

oooooooooo
oooooooooo

goooooggg

ooo-0000000
gooooooooo
goooooooo

gooooooooo
gooooooooo
0o

11. 000
goooooooooooooooooooooobooooo
oooooooooooooooooooooooooooo
oooo

11.100000d

111000000000
oooooooooooooooooooooooboooo
oooooooood

11.1.2 0000000000000 0000A0
goooooooooooooooooooooobooooo
oooooo00009.1.40 9.2.20 10.20010

1.1.30000M00oo0

11.1.4 000000000000

11.1.5 00000000000
ASTOALTOy -GTPOOOOOOOOOOOOOOOOOO
oooooao

.l.e 00000000000
gbooooooockoooooooooooooodooog
obooooobocobooooooooooboooooboood
gobooooooooooooooooooooooobooo

11.2 0000000

0.105000 oooo
ooo ooooooooo
ooo 000
ooooo|joo
goooO [booooooooooboo
0od
ooo |00
oo ALTOASTOOO
oo BUNOOOOOOOOOO
ooo |joockKoo oo
13. 0004
13.1 00

gbooboooboooooMm-OD0O0bOO0oO0ooO0obooobbooon

14. 000000

14100000000

14.1.1 pTPOOCOOOPTPOOOOOOOOCOOOOOOO
gooobcoooopTPOCOOOOCOOOOOOCOOODO
ooooooooooooooooooooooobboooo
oooooooocooooo

14.1.2 JO0O0O0O0COO0OO0OO0OO0OOOOOOOOoboOOobo
goooooooooooooooooooooobboooo
og

1413 00000000000000000O00000OOOODAO

16. DOOO

16.1 0000

16.1.1 0DO0OO
ooo0oO0ooooboobozomgod M OdomgobMmOooooon
000000000000 00000000O000OD0O000000®

020



0oo Crax Trax AUCo-inf T2

0 ng/mL0O 0 hO [ ngOh/mL0 0 hO
20mg 2,020.1+ 496.1 |1.5001.0-3.00]15,475.8+ 4,413.8| 13.2+ 1.4
40mg 4,707.8+ 1,048.3 |2.50 1.5-3.00] 33,892.0+ 8,109.3| 12.8+ 1.3

0000+ 00000TeO0O0MmOO0O-0000

16.1.2 0000
00000000000 020mgl 120 (I 0 40mgl 120 (I 101070 O
00000000000000000000000004000000
000000000oooooo*o

16.1.3 000000000

oooooOoooobb4om@g 000
gooooooobb4mgbbooooooooobooomooon
OJ4mgb0000@Mooooooooboob01moooboooonoo
OJ4omgl 000000000000 0000MOO0O00000O0
gobooooOoooboooOooO0oO0O0oOooOO0oOdAucd Cmaxm
goos0oOO0O0O0O0O0OO0O0O0O0O0ob0O0O0O0OOlog 0.8010
log 1.2500000000000000000D00D00O0O0ODO

000100000000000000

Cmax Tmax T
0 ng/mL0O O hrO O hr0

AUCo-ssnr
0 ngthr/mLO

O ooooooOoob

0 0 40mgl 0 00 0 4516+ 660 | 2.4+ 0.9

9.1+ 2.4 | 33702+ 8365

O
On=200 |00 0O 040mg 4688+ 785 | 2.2+ 0.7 9.1+ 2.1 | 34381+ 8141

O oooooooob
0 040mg 0000 4044+ 768 | 2.9+ 1.4 | 10.4+ 1.7 | 37050+ 7352

4271+ 908 | 2.7+ 1.4 | 10.0+ 1.8 | 37111+ 9222
0 Mean+ S[D.O

0
On=190 000 0 O40mg
0o00004mg0O0000

i 6000 F (K7 U TRRARO MARE R
%ﬁ 5000 FE —— 7YV F Y ODEE4Ong [H17 4 |
7 Hy —-0-e- 7 YN EEAOmg K THRIT]
)b 4000 - {956 Mean = S.D. (n=20)
W
3000
y 1
>~ 2000 |
it :
T 1000 i
(ng/mL)
(NENENE 1 1 1 —r
1112134 6 8 12 24 48
051525
Be 5.1 MR (hr)
[m6000- oooooOooooooooo
%f 5000 | —e— TS S ODGEAOg [T 1 ]
7 : --0--- 7 VIV NEE4AOmg
;‘{ 4000 + Mean +S.D.(n=19)
ey N
5 3000 i -
y | :
> 2000
R
£ 1000 |
(ng/mL)
Qb 1 1 1 1 —
1112134 6 8 12 24 48

051525
e 51 O (hr)

DO000D0D0O00D0DAUCOCmaxO D OOOoDODO0O0oOoDOoOoDoOoooo
gOod0o00O0oDOO0o0DOO0oO0oO0DbDO00DbOOoO0ObDOoOooDbDOoOoon

16.2 OO

ooz ooooododsomg 0D OO0 OOOOOODODOO
O0CxOAUCOODOO0OO0O0O0OODDDDODOOOOOO3.0%08.4%
oooo®g

16.3 00

0¥ O0000000o0.30303wg/mLO00000000000O0O
00000000000099.5%000 M in vitrodd

16.4 OO
JooodopoooooooooooM-IDOoOoOgocypP2co0OOO
oomM-OOO0OO0ooooooooM-IOOM-O0AT.000O0ODOOO
0O0000001/1,0000 00 M in vitro*0
O0000000D0DOCYPLA20 CYP2B6L CYP2C8L CYP2C91 CYP2C19LT
CYP2D60 CYP2ELO O CYP3Ad0 DD OOOCYPIAD D ODDOODO
Oin vitro#3O

16.5 OO
OOo0ob0OO0oOob0oDbOoOoboDb2omg 120 M 040m@ 120 (1010700
000000DD0Do0o000ooDooOO18000ooooooooonoog
0000000015.1%014.6%00 0040

030

16.6 JO000O0O0O0OOOOO

16.6.1 DO0OOODOO
00000000000 0000000mMeGFRY 0150300000
Jo00o0ooo40030060000000000000100060000
gooDOoooooOoosg@mooooooo2omgO1i0i07onOd
Jo0o0o00o000oooo0oU0ooooooooooooooo
J000000GOAUCOODOO17.3%016.7% 00000000
DO0000COAUCOO OO O8.9%039.3%0 0 000
J00000ooo0o0ooooo0oooooooooooooooon
JO000000000m220 0000000000000 190 1
00000000000 O035.1061.3%0 000000000000
OeGFR™™I150 0040 M 000000000 DD O51.0091.9%0
oooYgne.2.1000
0100 O O eGFRI mL/min/1.73m?0=194x Crt-%%x Age-27]

00 0 eGFRI mL/min/1.73m?C=194x Crt-%%x Age?-27x 0.739

16.6.2 00O OO0DOO
0000000000000 0OChild-Pugh”?00005060000
Joooosjor7ooooo0O0oOoOooosubooe0mooooo
0160 0000000000000 00040mgds5000000
0000000000000 0000000000D0Cwed7.7%0
OOAUCH27.9%0 00 0000000000GU0AUCOO OO0
17.9%064.4%0000YMO0000000109.30010
J2Mm00000o000oU0OPTOOINRDODOOUOODOODODODODODOOD

goooo

g3MoooooooooooooDmouoooooo

16.6.3 OO0
O0oDoomes0dOoss0d0dI240 MO0 000180004500
00200 000000040mgO101050 00000000000
J000GCGDAUCQOODOO0OO0OSD0M0ODoooooooooo
0015.6%09.0000 000 O000000Mm

16.7 000000

16.7.1 0000000
go0womoooooDdoeyp2c9U O O rroomgl 10 10 70
Jo0o0ooO0oooOoooooOo4mgd 00000 OoOmoooon
Jo00oo7m0@o0o00o0000Ud0GsOAUCOODOOOOO
00000000014.1%042.1%0000M000000Mm

16.8 OO0

JgoooooooobUilomg ooom
goooooooboiomg 000 odoooooooooonod
jOoobd4m@ 000 M 0000000000000

jJoooooooobdomg 000
gooooooobozomg 000 OoOdoOdoOooooooDoonod
joobd4m@ 000 M 00000000000 OoO

17. 0000

17.1 00000000000000

17.1.1 0000000
0000000ooooooooooooooooooooonoooin
10120 000000000000000000000000000O00
oooooooYo
00000000000 ooD000000o0o0ooooooooo
goooooooooooom™pbo.00000O0OOM

00000000 mmHgOd

ooo n ooo ooo
oooo ooo oooo ooo

oooo 82[100.8+ 4.21| 4.1+ 9.127°" |160.0+ 7.66| [J 8.2+ 14.63"%
?OE]QD DOO0 1g3(100.2+ 4.07| 0 10.8+ 7.767%7 | 158.5+ 6.96| 0 17.6+ 14.20°%]
ZDOquD D000 1651015+ 4.72| 012.5+ 9.60  |159.2+ 6.71|0120.5+ 13.71
EOEIQD ODO00 g 1004+ 4.14| 014.3+ 9.92 | 159.2+ 7.04|0122.2+ 16.83
ooooooon
oooooo 82 |101.0+ 4.40|010.9+ 10.13"%7|159.6+ 7.68 |1 18.3+ 15.88747
801 12mg” %"

0 1[L.OCFL] Last observation carried forward(l [J

020000000000000000000D000000DO0ODOD10108mgO4
O00012mg08d 0001200000

0 3Ch=800 O 4[h=81

000D+ 00000

0000000000000 00010mg0 000 15.7%! 13/830 (0 O
O0000020mgl00016.5% 14/850 (N 0000 00O 0O O40mg
000013.4%11/820 0000000000 0O1OmgO OO OO0
0003.6% 3/830 (M20mg0 000000000 O2.4%] 2/850 (11 O
000000000D00D00002.4% 2/850 0 000Y007.0
oo
17.1.2 0000000

go0oooo0o0o0oOooOoOooO0O0oOoOoOOO0O0OOOOOO0OO0OOOO0O0
Ogol010z2mg 800 M O4omgsb M Od160000000000
Jo0o00 Do0o00oobooosmgdO012mgd 000000000



000000000 DDOO00000000OOoOoooooO®™
000000000 LLoCcF0 M O0ooooooonmn=3110
ooo0o0o0ooooooOooOoD0 Doo00oooomn=309 00O
ooooooooooo
00o0ooooo0oooooomooo/00o00oobo+x000
000000000000 n=31301100.3+ 4.26mmHg/160.0+
7.70mmHgO0 0000000 00000000 MONn=309011100.4+
4.11mmHg/159.6+ 7.27mmHg0 0 O 0O 0O

000000000 mmHgOo

ooo ooo ooo
oooP™ ] oogt® ooooo oopo®

DosdOO
0oooooo
20mg U 11.0+ 8.87 G900 019.9+ 14.30 Qas
0000000 b03.21,00.690 b0 4.62,00.600
000000 | 09.0+7.43 | p=0.0024  |017.3+ 11.75|  p=0.0109
8mg
0016000000000
0o0oo0oo
200 40mg 0 12.4+ 9.87 Qa6 0 21.8+ 15.30 Qe
0oooooo [ 04.08,01.220 [ 06.53,02.200
DO0000 | 09.8+8.50 | p=0.0008  |017.5+ 12.69|  p<0.0001
80 12mg

0i1moo0o+x0000
020000000000000000000O0O0O00O0O0OOOO0O0OOOO0O0O
0000000000000000O00000000@MO0mMO09%%»io0000

00000000000000000007.3%23/3130M 0000
000o0oo0o0ooO0o00o00000001.6% 5/3130 MO0
00001.6%5/3130 M 00000001.0% 3/3130 [0 000 %0

17.1.3 0000000 0000000
gooobo0oooooooooooomse20mooooooooo
g10040mg 1omgd 000D 1010520 0000000000000
oobooooooboooooOoooooOoOoboOoOoooobooooon
ooooo®o
00000000010.8% 3973620 MO OOO0OOO0OOOOOOO
02.8%10/3620 (D 00000 02.5% 9/3620 (0 0O O0O0001.4%
05/3620 M 00 0Y0

17.1.4 0000000
gboooooooOD0O0m2s000000000000020040mg
O2omgb 000101080 00000000000000000O0AO0
oooo®g
0000000004.0% /2500 000000000000000
00000004.0% /250 00000000 04.0% 1/250 [
ooo#g

17.1.5 0000000
gdooooo0ooobooom40@mOoooobooooooon
4om@giomgh 000101010000 0000000000000O0
oooooo®g
oooooooOooo0oooooo1s.ews/omoooooon
00018.2%4/220 000000000000 OOOOOOGOOOO
000005.3% /1900 D O0000000O05.3%1/190 00000
5.3% 1/1900 D0 0000000000000 00DO4.5% 1/220 (0
000000004.5%1/220 M 004.5% 1/220 00000000
4.509 1/220 (0D 00 O0%40

18. ODOOO

18.1 0000
goooooooooobooooooooonAT:@Mmooooooo
ooooooodooooooooOoooooooOooooooooon
000000000000 00000000O0O0ODO0O000®o

18.2 AT.00000O0O0ODOOO
O0AT. 0000000000000 DOD O ICsO 00.6202.6nmol/
LOAT.00000000000000000OOOM n vitroB'O

18.3000-000000000000D00O0O
o010 o0oo0ob0oo0ob2omgb10107000000000
goooooooo0oOoOooOoooO0oOoOooOoOoboOoOooooboboOoooo
000000oooooo*o

18.4 0000
oooooooboO0m@sSHROODOOOOMmM2K-1COO0b0OoO0on
00000000240 0000000000000%*0

19. 0000oOoooooooood

0000000000 Azilsartand

0 0 O 0 2-Ethoxy-1£0] 2'E 5-0x0-4,5-dihydro-1,2,4-oxadiazol-3-yl[]
biphenyl-4-ylCmethyl-1H-benzal dlimidazole-7-carboxylic
acid

00O 0O O CsH20N4Os

00002a56.45

oooo

CO:2H

gooooDoo0oOoooo0oooOooo0O0OooOoO0ooOOoO0O0O0Ob0O000O0
gooooooOes.smo0o0ooboooonooobooo

22. OO

poooooooobbiomg 000
PTPO 10010 100 x 1010 500011 100 x 5000

ooo0oO0o0oooobb2omg 000
PTPO 10010 100 x 10C1J 500011 1000 x 5000
0002000

oooo0oO0o0oooobb4omg 000
PTPO 10010 100 x 10C1J 500011 1000 x 5000
0002000

023. 0000

10 00000000000 ,020170 470 1353-1355

2000000000000000000£0,020210 290 49-54

sgtf000oooo0ob0o00O0000mOoon0nnn2012010180
goooooooo2.7.6.30

A0Do000000000000000mOooOoooOo0On2012010180
ooooooOooo2.7.6.50

50 0000000000000 0O0o0DO40mg0d

el D0000000O0OO0OCOOO0O0mOO0O0o0oOoO2012010180
ooooooooo2.7.6.10

MW oD00000000000O0O0O0OO0OO0OmMOODbO0O0O0201201018
gooooonooob2.6.4.40

sl 0000000000000 00MmOoonnnn2012010180
goooooooo2.e6.4.10

gl J0000000O0O0OCCOOO0O00mOOoOoo0ooOooO2012010180
ooooooooo2.6.2.10

00 000000000000000000MmO0O00002012010
Boooooooooo2.7.2.2, 2.7.6.160

M ooooooooooooo0omOoboOoooO2012010180 0
gooooooo2.7.2.2, 2.7.6.300

120 0000000000000 0OC0O00O0OMO0O0C0O0O0O201201018
oooooooonog2.7.6.170

B OD0000000000000O00mMOOO0OO00O2012010180
gooooonooo2.7.6.150

Ul ooooooooooooooooo0O@mooooo0o?2012010
1800000000002.7.6.180

0 Doo000000000000dobO 10mgad

el 0000000000000 obOd20mgl

170 0000000000000 0mMO0O00002012010180 0
goobooooo2.7.6.260

wBIODOODODODOO0OO0OO0DO0O0000MmMmOOO00002012010180 0
goobooooo2.7.6.270

pooodooooooooooo0omOooboOooboono20120101800
ooooooOoo2.7.6.280

00 0000000000000 MmMmOOO0O00O20120101800
ooobooooo2.7.6.290

20 0000000000000 MO00000020120101800
goboooooo2.7.4.50

2000000000000 0000MO0OO0000O20120101800
ooooooOoo2.7.6.300

20 000MmOo0O000020120101800000000002.6.10

pDO000000OOOOOOOCOOOmMOOOOODO201201018
gooooonoooo2.6.2.20

2. 0000OoOoooobooOod
ooo0ooOooooooOoOoOooooo
0532-00030 000 0OOOOO5002-30
TELDO 0120-381-9990 FAX[ 06-7708-8966

26. 0000000
26,1 00000

RARERDNSH

KBREXEFESTH2-30 KA2 B230503

040



