%% 2026 4 3 ARET (58 3 A - AELEN)

* 2025 4 9 HIKET (58 2 hR) BAEEERHEES
BT BRI 872149
BRHAE 34
MAEEER  EE - EHSOLFEIC L VERTSIE $t10mg $720mg $£40mg
%ﬁ'l"EAT1 Lt 79 _7“D ‘yjj— HAERES | 30600AMX00066000 | 30600AMX00067000 | 30600AMX00068000
79“)[111)[/9‘/%% AR5TREIA 2024 % 6 H 2024 % 6 H 2024 % 6 H

~Y ~
PIWIIWI 2/ 10meglTCK
5 Y -
PIWTINI /i 20mglTCK
5 Y -
PIWINI/40mglTCK]
AZILSARTAN Tablets [TCK]
LT T LT LT T TR TR T TR T U TR I U T U TUTRTEETET TR TR ETEETI LT IUERETEETI TR T TR R TR TR UETIUT TR R
2. B2 (ROBEICFES LBV &) 55 4 o i o
JE & (mm) EE (ng) FilFE
2.1 KA I LBBIEOEEREO & 5 BE e
2.2 HHR IR LTV B FTREO 24t 9.5 5] B — e
23 PVAF LY IINBIEEZ B ESHOBRRESE (72720, 20mg[ TCK| - vk
MOBEEREZTo-CHbABMENIY bu—LpELL 33 135 (BRAD)
REOEEXKR) [10.1 BHE] #n
TN b — T4 VA
40mg[TCK]/ -7+ VTt
3. #8R% - MR 3.4 135 (EHEAD)
3.1 #85%
W74 ARG (1 §E) VR 4. FRELSHE
FUBKA. b RoF SIMELE
y7uav¥irteia—
Z, R VIR =k s =
80, EEMEE L F ot 6. ﬁHﬁEE\ZOﬁHE
FyFuviltia— (BUH|FLE)
T IO . A ATT) VBT (R
TINLTILEY Y 10mg| s .
10mg [TCK] ORI Al BE. AT VLYY L E LT 20mg % 1 B 1 EEOR
IFL. BILF S >, 595, £H. E. ERICKDBEEERT 5. 1 BEAR
Zvr., BEE="FL 5813 40mg &9 %,
# ZZER(LSR. AL IR
Frsary -
SUEAHI. © RO WHE. 6 U EO/NRICIZ, 7YY LY v & UTRE 50kg R
yFuv¥rtia— WOHA L 2.5mg. (A% 50kg DL EDFAEIESmg D 1 H 1 (A
A, KUY VIR -t BOBRED» OB 5. 2B, £k, (A=, BRICKD EEHE
\ igﬁ%%ﬁiigf WY 57, | HEARSRIZAE SOkg KBOH A1 20mg. 4
ST RE VR oy s 0mg| 2. 27T S Eev  50kg ML EDB I 40mg £ T o
& iva\Eénx (7 YL4 L% >~ 10mg [TCKJ. FI$E 20mg [TCKJ)
O—2Z, JTVEHMY UNR
L. EAVZN .
S BT Ol . 2mb b 6 mAEO MR, TIAF LY Y E LT
HFNay 0.lmg/kg (FA2.5mg) ® 1 H1ERFOHEH» SHIET 5.
SURDKHI, € Fox BB, ER. AE ERCKVDEEERT 5. 1 HEARS
;fggﬁiﬁfz 13 0.8mg/kg (BA 20mg) &3 5.
80, EEME L Ko
PO Fr7ubitin—*x 7. FARUAECREYT SR
40mg [TCK] 7”“#”9>“mg§;§j”g§§§ BATIR, ARIOBREDREZEE L, AFEROTE % HEIC
0l ST vE Y HIHiT 5 & & bic, 20mg KV EARYSORIBLEET 52
IFL. BILF S >, &. [17.1.1 BHE]
sy, EE=ZEIE
S ANTOEY 8. EELEANEE
3.2 BEIDHER 8.1 BIEFRICESC DTV, 560X HHEbNEIENH S
41 2 = DT, mAE¥E. BEEOEIEERZ L Bz BIET 2K
B &m
. EEmm) | B (mm) | =i (mg) #IFE CEEEsSELZ L,
P 8.2 FHHI 24 BEIIBE LAV ENEFE LV, TUIF T
SO — iy OV I REFERAREROBE L, HREROFHRBRICLZY -
10mg TCK . s ATV FUVFT Y ROMEIERIC & ABELMEE T EED T

RN H %,



9. HENHERZEIIEEICHATI IR

9.1 GHE - BIIFEEDHZEE

9.1.1 MEIMBEIREEDSH ZBEN FF S TEHIRIERDH S
£2E
BELCOCEZSWEHMicsh 2552 kRE. HRHITETSZ
Lo BIMRE DR PLLRIRESBENETIC K D EHICBHAE
EELSEEBENDD S,

9.1.2 §AVD LMEDEE
BEERPCEZELZVWEHI SN2 EE2ERE, FRAIET S
Lo BAVTLIMEZEBESELBENDH 5.

F7o, BHEEREE, o0 PO — LABORERESICK D MEH
VY LMEREL DR TVEETIE, MEHY 7 AEICERT
BT L,

9.1.3 NMEBEEDH B EE
BEOKRENSMMAAEZFIERI L., REZELLSESB%
nrdHs.

9.1.4 BERFIEEEIDES
BREY»SBREZHBT AL, BEICRST A &, &k
MEMETZ2EITBEZINDI D 5. [11.1.2 BIE]

9.1.5 ZEEIBEBUEDNEIEEDSZEE

9.2 BikpElEERE

*% 92,1 EERBEEEEE (eGFR 15mL/min/1.73m2 X&) D&H

BEE

BREP»oBE52MB L. BETHHEIMRLITOREEER

W55 L, BRELZBELSELIBENFH S, MHFEE

OERPRD SN, [9.7.3. 16.6.1 ZE]

9.2.2 MAEBEPDESE
BRE,»BRELZHBRT AL, BEICERET LI &, AKX
MENMERZRITBZNTIH 5. [11.1.2 ]

9.3 HHkEElEERE
i DT RERRE B (Child-Pugh 93237 :7~9) T
MAEED ERAPRESN TS, BRRBRTIE. &2 T
HERERE (Child-Pugh 5227 10 ML) EBstasnhT
Wiz, [16.6.2 ZA]

9.4 &hEpe=HI HE

9.4.1 HiRY DTTEEEDH DL
HRLTWAZEPEEINT 7 IO4 T v VEMBREE
BIXIET I F T v DIZREERFA ZHEA L. BE - 4

RAOEE (BAhe, BHE - - BOEEA2, BTE) P8R
HoNTFPRESNTNS V-2,

AEIOE G2k E. REROEESELEE L TAABRSEON

E 2 EEICHS L. BELOAREN R ER 5 &

ENBEEBIIOARBET S L, /-, BEDPRELZBEICIE

WORBEIBEICEET S, (9.5 2E]

(1) REBESHEBEICHEREL TWEWI E2ERT L&, &
AligEHRy, HRLTWEWT & 2 EHNICHEZRT 5 &,
BEHRICHEIRAHIE L 72 5E&ICE. BEBICEESE2H1ET 2
ZE,

(2) WOBHIZODWT, KEFHSHIBRICEZFICHAT L &,
F/, BEHLMRBEISUHBEAT A &,

- RIS ARF 2 A LB E. BRIR - R RIC R
ETURINHBH &,

RS LU 3D N BB EIE, EP 2 ICHEYE
HET AL,

IR A FTE T AI5A 1. HYEICHKT A L.

9.5 1Ii#

R SE R L T WA YOS 2 EICIIRE L RWn &,

BERICHEESHEL-EEICE,. BbICESEHIET 5L,

ERFH R ORI >V 7 >0 ¥ v I ZBEERAIE T >~

VE Ty Vv ERBHRBER 2 KRS SN BE TEKEBDE.

BR - RO, HEROKME. BRE. &4 Y7 AR

E. HROERAEROFKBMEICL S SRS N HIED

%= K

ok

kok

ok

HiE. ESBEEOEE. MOBEEREDH S bNniz & OHEN
H5b, [2.2. 9.4.1 ZHE]

9.6 3w
BALEWIEDPEZ LV, T NOREERAR AT
ZHEFEO®RST 5 &, 0.3mg/kg/ B Lo cHAERICES
JREEATERS 51, 10mg/kg/ H L b CEREEMOIE AEEH &
NnN<TWns,

9.7 INE

9.7.1 {EHEMAER. #iER. LR, 2 BRI IL A= 8.8kg
KIFO/NR 2R E L7 BRRABRITER L Then,

9.7.2 eGFR 7' 30mL/min/1.73m? Riifid L @M 2TV
HNREE R E U-BERREBRIZER L Tz, [9.7.3 2]

9.7.3 BHEAVMEN) Y LAMEZEFRE<BHET LI L. /NE
ZOFIMETIIBREREZMHES ZEPBZ 0, KT, BRI
BELZRITTRE (BRA. BK) OBBICRAEZ2BET 558

RIMEH) Y LMEEZ LR SELAEEEN B 2 MOZER & HHT

EHEIXERT ST L. [9.2.1, 9.7.2, 10.2 ]

9.8 St

BHE» 0BG 2RI 2R CEHBEIRET S L —fRICE
EOBRERFEF L ZnEINTWVS, NEEEPEZL2B%

nNrH 5,

10. #8E{EA

10.1 HARZ HALBZLIL)

(WERIE B E IO
Hd 258, 7272
L. fho kg EIGE
ZT-oTbaBMm
Foaryiru—)L

BinAHE SN T2,

7% MRER - BB K W - fabeA T
TUAFL YTV | ERFERZEH, B L= -T YT T~
e HREE. SAHY AN Y RBEERPER

FYVR FENROMEIMED Y X227 | SNAFREEDPH S,

5T &,

NELIARDE

)

2.3 BH]

10.2 HAEE GHRICIET?CL)

AR ERRER - BESE || BF - BBRET
0 AR EER| [E 5 ) 7 AER LR AROT L K AT O
A TBEHD B SR IC X D 7

2057k, DN -
M7 LTL FTHZEIIEK D,
TFLL) V% ERET © 110 B B

710 7 LFREEH BEDD HEE
B\lkHY T LF

9.7.3 Z58]

FIRHEEA] FAE DD CRET 5| FIREERA CaRz %
JutIr, |Ba. BEEAAEE FTLIBEICELS
NI ZUOLVAF |TE2BEZNDPH . K| VEEPTTEL TNV S
A HORS&ERRY S BENSL. AAINE

[11.1.2 &[] Figd 272 L. EET (LT L,

TYAFL T
VRS

BHERE SHY
v L I RE K ONME
ERITBENLNDH
%, eGFR #* 60mL/
min/1.73m? & i © &
WHEREDDH 2 BE A
DTV AFL T
BIEEOHRAICONT
X, R LS EER
WwWEHErsnBEE

Loy -TUIXT Y
Y RIBEER R
SNAHARERN D5,

PREEET B &,
TrIFT Yy |\ BRERE 8D
2 e SR P E A L IMRE K OHE I FE 72 2
ZIBITNNH %,
UF L VF I LhEPR S BRMAEICETZ Y F
BEND D5, L OB A EE &
N5,




ok

HHIHE FEAREIR - TBEAIE W - fabER T
JFEATOA NEHE | BEEERPEE T 5 2 |IEAT O NMEEHRER
A (NSAIDs) | 758 % FNIIMETRIER =BT

AV RRXE TV BTARY TSI D
& BREEET S &N
5. BEERZEGSE

HAHEED B 5o
BEREREDH 2 BE | JEAT O NEHRER
Tk, SHICBBENS FloTaxyrsrIv
Bbs BTN DDH 5. |[GHHEEERICED. B
MBEEMERT 2720 &

EZ5NTWA,

11. BIfEF

ROBMERDPH S DONBZENFHZHDT, BEEZTHITITL,
BEVPRDOSNIBEICR KRG eHIET 5% E#ET 2 LE 21T
ST,

1.1 EXGEWER

111 MERTE GEEARH)
HE. O, & |- RESOBRZERE T 2 0MEHFED
HobNBHIENDHD. £z, BFE. BX. EH. THEZH#
SBEMEEE;HEDNL I ENDH 2.

11.1.2 Y3y, ke, BEER GEEAH)
WL B, BREHAED D 5 bR HEITIE,
WEZITH &, [9.1.4, 9.2.2, 10.2 2]

11.1.3 SUBEE GEEAH)

11.1.4 §HYYLIME (BEEARHA)

11.1.5 FFEERE (BHEAH)
AST. ALT. v -GTP O LR &z 5 FeEREN H S5 DN S
ZENH B

11.1.6 1ERUENRIGRAE (SHEEAEA)
AR, AR, CK E&, My RORF I+ 7oy ERE
BHobNIEEICE, wEERIEL, BULZAEZTO &,
MERURARIEIC K 5 S EBREOREICERT S &,

11.2 ZOEIER

[ERSY RS RVIRAS

0.1 ~ 5%Kifi SERERER
WBBOE HZ, WE. TOHE
TEER R HFEN
FE AR | BER
RBEF |@FHY VL ER, mAREER
kR T
FFF M ALT. AST ® E5
EhE BUN., 7L 7F=>DLH
Z DAt M CK EF DAL
13. BERS
13.1 W&

TIUNLYILY ROREY M- X, BHICKDBRESNE L,

14. BRALDES

14.1 FHIZHRFOER
PTP BEDOEAIIPTP > — b2 o WO L TRAT AL D15
B9 252 E, PTP ¥ — FOBRKICE D WL HAED BERE
ANFIAL, BICRZELZ B L THIRAREOEE L & HER
HREITHEDDH S,

15. ZDMDER

15.2 FEERIREERICE D 158
B2 SRR ALBEHONET v M7 ILP LY A RFY 3
LED RO/ UET INY LY OREM M- 1 245 L -3k
REBICBWT, B 7TH» 4% I7THET I H 1 EFOKS
L7zfER. KBE (BROWE. FEEERME. MEORHE
by U 2SERE) . NERMBIARO FREREE ., 5558k A Ra o AR
KEC DO BENTREIRO FEEESRD 5. £z, £5%

142 54%27HET I H ] EROHKRS LHEERE, BEOA
HZENERD 5N,
1) TILHILY O Ta RTy SE (ERRER)

16. FWEhRE
16.1 MARE

% 16.1.1 BHOKRS

(IN,

TERERAIC Y VLY L% > 20mg (9 ) KU 40mg (9 ) %
HEROHSG LB RELAOEYBIREZI ST A — 5 132
TOEBYTHL Y,

BE8 Cmax Tmax AUCo-inf T2

= (ng/mL) (hr) (ng-hr/mL) (hr)
20mg  [20001%4961| (| G5g) |154758+44138] 13.2 % 1.4
d0mg (470782 10483) (1 %20y |338920£81093 12.8 + 1.3

(P E L ZERE, Tmax [ TPRE (B/IME - HAME))
R
6L El6ARMOSEMEEREIC, TILTILY 2 hE
S50kg Ki D EE Tl Smg (34l). 1A% S0kg ML EOBEFH T
10mg (3fl) ZHERROHRS Lok, RE(LADEY BB
T A=FIILUTOEBY TH-T- %,

E%‘E Cmax Tmax AUCO—inf T 172

= (ng/mL) (hr) (ng-hr/mL) (hr)
Smg (88832911 (%) |66357%32196 47 % 1.0
lomg 8313+ 1808 (, %) |74383+12075) 61+ 07

(P9 +RERZE Tma HRME (B ME - TKME))

*% 16.1.2 RERS

(A
ERERAICT VLY Ly > 20mg (12 1) K0 40mg (12 fi)
%1 H1E7 HERO®RS Uiz, KREAO mEEFEE %
Ghia» 5 4 HRETCIERRBICGEL, EREERZ AP 7%
U
TREERLA (52 i) R O 2 B DAE 16 MR O & M EE B (42 )
PoEoNMEERT VLYY VBETF—F (992 &) ZH
W RHEMEY B REMRIT 21T > 720 2R L 6 AMOREME
FERFICT VLYY 2 0.1 ~ 0.8mg/kg. 6 ELIE 16 BRI
OBMEEREIC. 7INLHILY v 2{KE 50kg RifiDBE T
I& 2.5 ~ 20mg. A= 50kg L EOBEEZETIES5 ~40mg = 1 H
| ERERO®RSES Lo BEFEY BRI O/BRICEDZ
HETE L 72 B BIREEA0 ST X —F 13, DLTFDEBDTH-72 7,
2 WRLLE 6 Bk

= Chmax,ss AUC © ,ss
RS n (ng/mL) (ng-h/mL)
0.1mg/kg 9 461 + 139 3,011 £ 1,044
0.2mg/kg 6 986 + 169 | 6,158 £ 2,071
0.4mg/kg 5 1,909 + 338 11,112 £ 3,245
4,494.2, 20,250,
0-8mg/kg 2 3,929.9% ) 20,280 %"
¥ 1) fERIE
(CEE £ iEHEREE)
6 WLl 16 mEAm
{45 50kg Al 1A% 50kg DL I
= Chmax,ss AUCt,ss| pnme= Chmax,ss AUC 7 s
#5® n (ng/mL) | (ng+h/mL) BE58& | n (ng/mL) | (ng+h/mL)
2.5mg |22|348 £ 120|2,749 £ 983| Smg | 5 |434 £ 151]2,976 £ 560
Smg |14]723 £ 295|5668+2,252| 10mg | 4 |831 + 337|5,555 £ 787
10mg | 5 [1,384 £553|12156£3,708| 20mg | 3 |1,723 £ 812|11,857 £ 590
1,274.8, | 20,420, 1) 1)
20mg | 2 2.562.0%1 21,110 40mg | 1 | 4,480 25,050
1) fERE
(P9l + RERE)

_3_



16.1.3 EYPFHEFMHER
(PIIWHILY 2§ 10mg [TCK])
TYNYILE VEE 10mg [TCK] &7 Y IUNEE 10mg 2. 7
OAF—=N—JFICKDZNETNLE (TILHILY L ELT
10mg) BERAEFICEEEEREOKSE L CsEFd 7 2Ly
L VBEZRAEL. Soni-EYEE/INS X —% (AUC,
Cmax) 122\ T 90% 15 #H X EVE I TREETHENT 2 1T - 7o f5 58
log (0.80) ~ log (1.25) O#HFENTH V. WAIDLEYZNE
MR SN Y,

HEINT A =5 SEINTA—H

AUCo - 48nr Cmax Tmax T
(ng-hr/mL)| (ng/mL) (hr) (hr)

TINHNY V5

10mg [TCK) 893880 1,44807|1,19841 £221.61|2.09 = 0.77]9.60 £ 0.79

?O;?l)gw‘ﬁ 9,738.21 £1,521.8811,280.48 £ 26558 | 2.04 = 0.78]9.65 = 0.68

(Mean + S.D., n=28)
(ng/mL)
1800 -

15004 T

£ |5

7 120090 e 7 ULHILYE10mg [TCKI

P4 ! -o- 7Y LN$E10mg

V900 4 |

Mean+S.D.,n=28

42 a8

5 (hr)
(PIIWHILY EE 20mg [TCK])
7YY LY v 20mg [TCK] &7 P ILNEE 20mg %, 7
OAF—N—3FICXDZNETN1E (TILHILY L ELT
20mg) BERABFIEAEREREOKS L CmEEhr DLt
LY UEEEZEIEL, Bon-EYHE NS X —% (AUC,
Cmax) 122\ T 90% {5 FEX RIS THEHRIT 21T - 7265 2.
log (0.80) ~log (1.25) Q#EHEANTH V. WAIDEYZNFE
EMESTETRE N,

HEINT A=Y BENRTA—Y
AUCo - 48nr Cmax Tmax T
(ng-hr/mL)| (ng/mL) (hr) (hr)
TIMFILE VEE
20mg [TCK] 1873543£4,2277812,383.99£ 41920 2.41 £+ 0.84|9.73 £ 0.98
;O;/;l)gbliﬁﬁ 1899385£4,391.98|2,348.30 £ 434.18 | 2.55 £ 0.95|9.62 £ 0.72
(Mean + S.D., n=28)
(ng/mL)
3000 -
iz 2500 1
s b
7 20001 }T e 7 UL E20mg [TCK]
P4 N -0~ 7Y UNEE20mg
f} 1500 T Mean£S.D.,n=28

T T T T T T T
0 6 12 18 24 30 36 42

48
FRFfH (hr)

(PIWHILE Ve 40mg [TCKL)

T YNYILE VEE40mg [TCK] &7 Y IUNEE 40mg %, 7
OAF—=N—FEIIEDZENETNLEE (TILHLY L ELT
40mg) EERMABFICHERBEEROKRES L CIMmEh 7 2Ly
Wy VRBEZRIEL, BonEYEk/ ST X -5 (AUC,
Cmax) 122\ T 90% {58 XEEIC THEHRIT 21T - 7o R,
log (0.80) ~ log (1.25) O#ENTH V. WAHIDEMEHIE

_4_

EMEDPHERR S NIz 10

HFEIRT A — % BENTA—Y
AUCo - 48hr Cmax Tmax Tz
(ng-hr/mL)| (ng/mL) (hr) (hr)
TINHNE VEE £
A0 [TCK] | BETDEIAL | 415372 L1598 2.8 % 1.4 |9.62 % 0.95
7 I IINEE
40mg 3472719£8231.3714,542.32£989.18| 2.3 £ 0.8 |9.64 = 0.90
(Mean = S.D., n=26)
(ng/mL)
6000 -
1 5000 ﬁf
= o
7 4000 gé&ir e PULFLY L EAOmg [TCK]
¢ TS aabt

i -0~ 7 Y IL\§E40mg
Mean+S.D.,n=26

(0] 6‘ 1‘2 lé 2‘4 36 3‘6 4‘2 48
FE1 (hr)
MmAEFEEI I AUC, Cmax D 85 X =4 1d, HEED
BN RROREEE - REFORBRGICE > TRL S AR
B H %
16.2 ORUN
RERERN12 FINS 7 DT LT > 40mg % BHEORS L7k,
REAAED Cmaxy AUC 3B THREG LRERELT, £h
Z 3.0%. 8.4% EA L7,
16.3 ot
[“C] 72 NH L% % 0.3, 3. 30 pg/mLBE TR ISR
IL7zEE. WINHEAKERIL 99.5% TH -7 (in vitro) ',
16.4 {5
T INTIE ANIRRERIC X DAY M-I, £7-. CYP2C9 i
KOREM-TICRF S NS, 2B, MIEUOM- T AT 4
(ROEZEERIZREAEDF 1/1,000 TH -7z (in vitro) P9,
7LV LY ik CYPIA2. CYP2B6. CYP2C8. CYP2CO,
CYP2C19. CYP2D6. CYP2E1l K ¢F CYP3A4 % [HE & 3,
CYP3A ##FE L7z > 72 (in vitro) ¥,
16.5 HEtt
BERRAICT VLT ILy > 20mg (12 fl) %O 40mg (12 f1)
21 H 117 HEREEOKRS LR, RS 5 168 K
FTOREAD BRERPIMERIZIZNZN 15.1%. 14.6% T
Holz
16.6 RIEDEHRZEIHEE
16.6.1 BrEgEEEEE
RADEBEDOEEN R 2EIMEEEE (eGFR™Y A7 15 ~
30RO EEBEHAEREEE 4 41, 30 ~ 60 AKim D HEEZEH
HREEE 106l 60 Ml EOIEE ~BEEMKEREE 841 127
ULYNLE > 20mg &2 1 H1E 7 HERERZOHRS LR, K
ANDEH ~BEEHEERES S B L THEEERERESRED
Cmaxs AUCIZZENZEN 17.3%. 16.7% L. HEBHEERE
EED Crmaxs AUC IZZFNZFN 8.9%. 39.3% HEhnL 7z 19,
o, BRAOBREREZMAS BMEERE 2R E Uil
IZBWTC, FEETHREREE 224]) Bl CEEBEKEE
fEEE (1941) o ~T 7RMEFEYBEL 35.1 ~ 61.3% 18
mL. EEZEHEERESE (eGFR®Y 25 15 KiH) (441) o b
Z 7 R IMAErREYEE1X51.0 ~ 91.9% #EAN L 72 19, [9.2.1 28]
1) B0 eGFR (mL/min/1.73m?) =194 X Crto4 x
Age0287
2D eGFR (mL/min/1.73m?) =194 x Cr!®* x
Age %7 X 0,739

16.6.2 FFi&keElEERE

PN DEE ~ R EEFEAEREE (Child-Pugh®™ 23745




~ 6 DEFEFHEEREEE SHI. 7 ~ O DhEE T HAERES 8
Bl gt 16 61) ROEEEA (1661) ICT7 Iy A RE
YV ILED E LT 40mg & 5 HERERORS UK, R
ANEHE U TREFEEEREE D Cnax 1 7.7% B, AUC IX
27.9% A, PEEFKERESR O Coax. AUCIEZNZN
17.9%. 64.4% ML 7z"7" (HEAT—%), [9.3 £E]
*2) BULLEY, 7ULT7 Iy, PT XU INR, FFHEERGE. BEK
FEDREED S 2 a7 555

TE3) PYLFLY > >OTa RSy 7k (ERRER)

16.6.3 Sne
EEZERE (65 mM L 85 MLLT. 24 6l) RUEEHE (18
ML 45 LI, 24 61) 127 VY LE 2 40mg & 1 H 1 [E
5 HREIREROHRS LB, SilE O Craxy AUC (FEH S
58HH) & EWmELLEBELTENZTN 15.6%. 9.0%
DLz HEAT—%),

16.7 ZEYHEEIER

16.7.1 Z)LaFV—-IL
R A (18 f) 127 )L a5+ — )L (CYP2CO FEEH]) 200mg
1 H1E7 BEXERSROT VLTS > 40mg % BEFE
AftHASE (7Lary— %57 HE) Lz, 7YYL
% 2@ Cmaxs AUC &, BRI SR E KB L TENEN 14.1%.
42.1% ML (HEAT—%).

17. BRERANAE

17.1 BMERULLMEICEIT 25

17.1.1 EAE I18:8
BAD T EXIZ T EREBESMEEERE ZHGRICT IV LY
YE1A1EI12EEEORS LTIt ABIETHRTER
REOBRIILITOEBD TH 722,
S 7 EEAIMERLEED I WTNORERICBVW LTI
AEGEICHANAERLZZPRD 5Nz (p < 0.0001 /HME)

NS5 7 BEEMIUE (mmbg)

B58 n HEERHA I AEHA
5 HiE (o= 5 HIE ZltE

FobR |82 |1008+421] 41491259 160.0 + 7.66| 82+ 1463
17”“7“’ 83 |100.2+4.07| - 108£776% | 158.5 + 6.96| - 176+ 14202

Omg
TINVINT Y] 65 11015+ 4.72| — 125+9.60| 1592+ 6.71 | - 205 + 1371
20mg
TINVINT 7] 8o 11004+ 4.14| — 143+9.92|159.2 + 7.04| — 222+ 1683
40mg
hyTHINY
SLFEFL| 82 |101.0+4.40| 109+ 10135 | 159.6 + 7.68| - 183+ 15882
8~12mg™*?

£ 1) LOCF ¥ (Last observation carried forward %)
H2) ZEBLELTRELLHTHD ., M4 BB TIE 2L,
(1 H 1M\ 8mg # 4 BERZRV 12mg % 8 AR, & 12 BE#S)
# 3) n=80. *4) n=81
(CPHHE - EERE)
BIERRBFHEE X, 7YLH )Y > 10mg # 58 T 15.7%
(13/83 6ll) . 7 VI % > 20mg #5538 T 16.5% (14/85 fiil)
ROT7INVHNEY > 40mg H58T 13.4% (11/8241) TH-
7oo ERBWERIE. 10mg 58 CRAIMBEME 3.6% (3/83 ).
20mg B EFHCEHMEDO F 1 2.4% (2/85 ) RUTIMmF T L7

58 (n=309) ICHNEELENRD SN,

sB. b7 TREMMECHRSHE (MERE / EH : FHEE
TREERE) F TILYLY VEREE (n=313) 14 100.3 +
4.26mmHg/160.0 = 7.70mmHg. 7> TFHILy > YL FLF
W58 (n1=309) 1% 100.4 = 4.1 ImmHg/159.6 = 7.27mmHg
Th-oTlzo

b T 7 EAME (mmHg)
By dsid JRFREA A

ZCED | BEEDY | H(ED) | B
5 8 EKE R
TINVELEY Y
20mg —11.0£8.87 ~20 -19.9+£14.30 —26
Y THNEY Y [-3.21,-0.69] [—4.62,-0.60]
YULFELFIL|—-9.0£7.43 p=0.0024 |~173+1L75) p=0.0109
8mg
#1516 HK R (BRAETHER)
TINLE Y
20 ~ 40mg |~ 12.4+£9.87 ~ 26 -21.8+15.30 — 44
Y THNEG Y [—4.08,-1.22] [—6.53,—2.20]
YUFEFIL|—9.8+£8.50 p=0.0003 |~17.5%1269| $<0.0001
8 ~ 12mg

F 1) FEEREREE
T 2) BERIOMmMEEF L = EER S RORER 2 EH E LTt
EESHN (B EHOFBEAFEEOHR SR EZED SHE
fE. [ 1 WM 95% EREH)

BIERRBBEEII T LTI Y V& 5T 7.3% (23/313 1)
THoTo EHEWERIZ T YLV LY VBT IAPRERED 1.6%
(5/313 ) Rtk £ 1.6% (5/313 ) FRUEEtey &
W 1.0% (3/3134l) ThH-o72Y,

17.1.3 EBANEMEHER (RERSHR)
AD 1 EX T EARESMEERE (362 §]) 2RICT
VIHILE > 10 ~ 40mg (10mg K0 BsE) %1 H 1 [ 528
MBS, FIRE LRSI AL > 7 LIETE & pHRE S
L7zB. WINBRE LIRS ES N 2,
BIEF RIS 3. 10.8%(39/362 Bl) TH - 720 EREIERIL.
MAERT 2.8% (10/362 ). ZE#ED E W 2.5% (9/362 )
ROBREEIGE 1.4% (5/362 ) TH -7z,

17.1.4 BASEMEHER
MADOMESMEERE 256]) ZHRITTIILHILY > 20
~ 40mg (20mg & OEME) % 1 H 1 [ 8 EREORS L7k,
TE LT BEEHRMPES N 2
BIfEFSIRSEE X, 4.0% (1/25081) Td-7o ERBIWERIZ.
MR FLER R K REERIEN 4.0% (1/25 f1) ROMAFHY 7 L18
Mm4.0% (1/2561) Th-o7z 2,

17.1.5 BRI IEER
BMADERELHS>mMEEESE (41 61) 2HRIC7 VYL
%> 10 ~40mg (10mg L VFA4A) % 1 H 1[E 10 AMEO#H
B U7B, RE LIBEREMRPES N 2,
HIMFFRFIREE L. EEGREEE T 15.8% (3/1941) KU
HEESRESRE T 18.2% (4/2206]) THh-o7. FHEIEM
FEEBRERE RN 7 LEM5.3% (1/1941). &HY
7 LIMSE 5.3% (1719 #1) % VB8R 5.3% (1/1961) TH Y.
FEETRERE CHEEER 4.5% (1722 4). mHhHY 7L
B 4.5% (1/22 1), FE% 4.5% (1/22 %) ROE#HED
WA45% (1722 f1) Th-72 2,

F VAR ARFF—XHEM 2.4% (2/85 fl) TH -7 [7. ZH] % 17.1.6 ERNSEMBEHER (REKRSHER)

17.1.2 EASE M B ER

BAD I EXIT T EREESNEEEREEZNRICT LT ILY
Y5 EIC 1 H 1 [E20mg (8#RE) &U 40mg (83EM) @
16 ERERE, XA THLY Y Y LFEFILEEREIC
8mg KU 12mg % [E—FiEIC TRO#S L ZE5RHEHER
DRERIZLTOEBY TH 722,

T 7EEEAINERLE (LOCF ) & 7YV Ly %5
B (n=311) IZBVWTHBEOL Y THILY Y VLFEFILE

6Ll L 16 MARMOSMEERE (27 Fl) ZRRE L-RE
BESREBICB VT, TYILYILY v E{KE 20kg BLE 50kg i
DEHETIL 2.5 ~ 20mg (2.5mg KDFBL. BERZEED (25|
EEY, AREICEEN 2 VIEEIE Smg. 10mg. 20mg D JE
TERBERYE2 |CHER) A E 50kg Dl LD EH TIE 5 ~ 40mg(5mg
FOBAE L. BEEEEY ICEEY T BEEICRES VLGS
i& 10mg. 20mg. 40mg OJE TRy ([CHER) 2 1 H 1 [E
S2AMEOHRE Uiz, BRIILUTOEBD TH o7z, IHEHE

_5_



sk

1HI (0~ 1238) claL=r -7y V4570 v REERDI

OWEESE 1 FloE—HE - HETOMEZ. REHE 28 (12

~52) TRLZY-TrIFT Uy REERDIOEESR

OEMXIHELEELZAHEE L7z %,

E D) ABESMETIE [NED ﬁEU Flp Bl mEREEE ()
BEADERICB I 2EYEET A RF4 > 2012)] @95

18.4 BEFE(ER
EIEBRFET v » (SHR) RUE

HEIME (2K-1C) A XIZ

ETNTNHERE U7z, 24 R E CREFERIZRR L7z 2,

W=t & AR, TRESIETIE0 N N\—tr¥ A b %
IR
YE2) KBEEF (2. 4. 8. 120 16, 20, 24, 32, 4038#%) T&
IR s iz, 7 T
NS 7 RERIE (mmHg) *) G
T I L
B 5HiE 72.0 = 13.43 125.7 + 12.89
g,ﬂ:%ﬁz)
%%lﬂggfﬁ‘j%ﬂﬁ) ~139+1324 | —124+1033
gy —109£1323 | — 1001147
1) Ol S RE
¥ 2) LOCF # 2
BIEF BB 13, 44.4% (12/27 Bl) Td-7=0 EENERIE
FEHEDE WV 7.4% (2/27 61). 5% 7.4% (2/27 i) ROE
WHEE 7.4% (2/27 B) TH o7, "

17.1.7 BRENEHR (REBESHR)
2 L6 mARMOSEMEERSE 9fF) 2RRE LI-EHE
SHEBICBVT, TYLYILY 2% 0.1 ~ 0.8mg/kg [0.1mg/

kg (BA2.5mg) KORMMAL. BEBES ICEZEE T, BE 44 91
MRS 72 W5 E 1L 0.2mg/kg (Bk 5mg) . O4mg/kg (&

KX 10mg). 0.8mg/kg (Fk 20mg) DIETERMEEWICEE] %
1El@52ﬁ%ﬁu&5bto%%iMT@&%@T%atc
WEHO~ 12BTRLZY -7y VF Ty Y REEEDSO
MR | FloE—RZE - BECoMAE2, BN 12 ~52HET
BL=r-7oIF 7 vy U RBEEDNOBEEEDENM I
HAEZEEmEEE L2 27,

# 1) AEEELETIE [NEOER - Eipil i EEEE (4
DR BRI NS DEEDS mﬁ§a§%$@ﬁ4
KF1 > (2018 FeRETHR) 1] @ 95 /8—+t > % 1 LK.
TIRMEIIETIE 90 /S —k v ¥ A LR,

NR

B B

19. B ICET 3B EFENIR
—MREEHT - 7YYL v (Azilsartan)
%

2-Ethoxy-1-{[2'-(5-0x0-4,5-dihydro-1,2,
4-oxadiazol-3-yl)biphenyl-4-yllmethyl}-1H-
benzol[d]imidazole-7-carboxylic acid
1 C2sH20N4Os
1 456.45
/_CH3
1o Yo Q.D; ‘!I§
oa\ _N
O
CHEBEORRIIEREEOHMRTH .

XH )= IZRRBEIFIILL, T =)L (99.5) 12
BFIC L, KIZIFEAEB T 50,

HEERRM
EE ) R 7 EFREE % HE D

b EUICERT 2 &,

22. A%

(FIIWHILI i 10mg [TCKD
100 & (10 %€ (PTP) x 10)
500 #& (10 8E (PTP) x 50)
(FIIWYILI VEk 20mg [TCK])
100 8 (10 %€ (PTP) x 10)
500 #& (10 %€ (PTP) x 50)
50088 (N, RUZFLUER)
(FIIWHILI i 40mg [TCKD)

k5 7R EEfIME (mmHg) *Y 100 $& (10 $E (PTP) x 10)
LR U8 A 500 $& (10 $E (PTP) x 50)
B RIME 67.7 + 5.48 111.0 + 7.63 50088 (NF. KULFLUER)
LR
B5 12 EE S — 109+ 11.04 —80%6.73 |%x 23. IEWHt
5 52 Mk — 148+ 839 — 109+ 830 1) FIERE f : BEMES. 2017 ; 47 : 1353-1355.
1) Pl EE R 2) EBEARH fth: BEIRBERR AR ZSMEE 202129
i 2) LOCF % 49-54,
FREVERIZ. 2EBEE111% (1/94]) Tho7/ 2, 3) TINTIEY v OIEERBIERBREGE (7 2L\ 5E / FRL
2021 F£ 9 A 27 HA&R. HFEERHE 2.6.6.6)
18. =5z 4 TIVTLE L OEMBERBBEEO (7 VIV IVEE:
18.1 {EFRMEE 20124 1 A 18 HA&RR. HFHERMIE 2.7.6.3)
FTIOVFNY L EToIFT 04471 (AT) A 5) TIYNYLY v OEYBRERERED (7 P IVINEE / kL
WAL TT Y IF Ty vy T EfEiR L. EICZomhzneg 2021 F£ 9 A 27 HA&R. HEERHIE 2.7.6.4)
IHREERZMEIT 2 2 LICk > TAET A RMIMEERTOETIC 6) TINLTILY L OEYEHEHEBED (7 2 IL/VEE:
Y OBERRZRT 2, 20124 1 A 18 H&AR. HEEFMIE 2.7.6.5)
18.2 AT SEUAICH o BFEE/EA 7) 7YV v ORERZEMEIREARNT (7 P ILNEE / FERL
b b AT ZEEOEEZBEKRFENICHEE L (ICs & : 0.62 2024 4 8 A 28 HARR, FEHES)
~ 2.6nmol/L). AT SEED 6 OBEEIZEO TEL P TH - 8) HMER : EMFAFEEHEE (5 10mg)
7z (in vitro) ", 9) HWER : EWEHNFEEEHE (5 20mg)
183 LY -PYIATVIVRICRIFTHE 10) #HAER : EWENFEEEHR (5 40mg)
fEEEA (126]) IC7YILFL% > 20mgz 1 H1E7HM 11) 7I09 Ly OEYBHREBEED (7 2 ILIVEE:
WELU-E, MEL-ViEE, g7 45030 T BER 20124 1 A 18 H&AFR. HEEHFMIE 2.7.6.1)
O7 o957 vy TEEDOEMAERD 5Nz o, 12) 7IYNMHLY L OEAKAEICET 2 (7 VILNEE:



13)

14)

15)

16)

17)

18)

19)

20)

21)

22)

23)

24)

25)

26)

27)

28)

29)

20124 1 H 18 HA&R. HESRME 2.6.44)
TINVHNLY > ORBICET 28O (7 P IVIVEE !
201241 H 18 HA&R. HEERME 2.6.4.1)
TILVHLY > ORBICET 28O (7 I ILIVEE !
20124 1 H 18 H&#R. HEERME 2.6.2.1)
BHAEERERE OB 2 EMERHEBEE (7 VILVEE !
2012 £ 1 H 18 HA&R. HIFEFMIE 2.7.2.2, 2.7.6.16)
TIONYILEY v OERRBEED (7 VILNEE - 2012 £
1 A 18 HA&FR. HEERMIE 2.7.2.2, 2.7.6.30)
FFHEERES IO B 2 EMBREREEGE (7 D NEE:
2012 £ 1 H 18 HA&RR. HEERIE 2.7.6.17)
TINHNLEY > OEDFHEABBEED (7T IILIVEE:
2012 £ 1 H 18 HA&R. HiEERMIE 2.7.6.15)
TNAFV = EOEYEEEFARBEEGE (7 DV :
20124 1 H 18 H&R. HiEERMIE 2.7.6.18)
TIONYILEY v OERHRBEED (7 VILNEE 2012
1 A 18 H&AZR. HFERMIE 2.7.6.26)

TINFNE  OEKRABEES (7 VINEE 1 2012 F
1 A 18 H&AFR. HFERMIE 2.7.6.27)

T INBLE 2 OERFABBED (7 VN 2012 F
1 A 18 H&FR. HEFERMIE 2.7.6.28)

T IONYILE L OEREBEES (7 VILNEE 1 2012 £
1 A 18 H&FR. HEFERMIE 2.7.6.29)

T INY Y v OERABEAES (7 PN 2012 F
1 A 18 HA&R., HFEEMIE 2.7.4.5)

TINTNY > OEKRABBED (7 VI E 1 2012 £
1 A 18 H&AR. HFERMIE 2.7.6.30)

TINHILY COBRABEBRE® (7 2 IVNEE / B
2021 £ 9 H 27 HA&R. HEERMIE 2.7.6.10)
TINTIE > OBEKRABRBED (7 VIV INEE / FEk .
2024 5% 8 H 28 HA&RR. BEMES)

TINVYLY OEBEER (7 VINEE: 20125F 1 H
18 HA&FR. HEERMIE 2.6.1)

TIONYINLEY L OEEERICET 25T (7 VUIVEE .
2012 € 1 H 18 HA&RR. HEEREE 2.6.2.2)

24, EFERERVBLEDEE
RE(EEHRNSHE  HEE - 2R
T 921-8164 @RMA%K 3T H 406 #FHith
TEL 076-247-2132
FAX 076-247-5740

26. RUSHRGEREES
26.1 SHEHRFET

0y

RE4AZFHRXNEH

ERMARKRITHA406F Hh

X 2603 @



