2023F6 A B (1K)

BfE © SIRRTF
BHAA : 35

HEEAT LEXY—TJ 0Oy h—
ZIIWYILY ViR

HAFERm D HES
872149
AR7ERRAA
2023%6H
2023F6H
2023%F6H

AKipES
30500AMX00074000
30500AMX00075000
30500AMX00076000

#E 10mg
#& 20mg
$E 40mg

T IWYIED 2 5:10meJG)

v
-» >

y
y

IV 2 5:20meJG)
YD 2 5:40meJG)

Azilsartan Tablets

WS BEER®
) R - ES OB LV AT AL

2. 22 (ROEBZEICIFHRS LBV &)

2.1 RAIORR UIBBHREOBFRE D H % B

2.2 EFXISIFIR L C WA AR D H 541 [9.5 S]]

23 TYURFLYILBIEZREFROERKFEE (12720,
OBFEEREBEZ{ToCbARBMENIT Y ba—LAELL
AROBEFEZRL) [10.1 2]

3. #88% - MR
3.1 #8mk
- BRI .
HR7e4 (1 geh) I
FUBERA. ERELO—A, hYEODIY
N PAMIVAZNE: (5 | Al el | a2 AN <
z/ﬁéw%by TYLHLY aFyTail)la—A, vr7ad—)
o) M2 10mg |6000. 2F7 U VEET S AT A, £ FOA
u—2, BtFry . LT, BEETFL
R ZZRRILER. AT uNT Y
HBEAKFIM. Rt Lo—2, hyEODIY
FYTUWATNT LT T B R
z/fg’gél'y TYLHLY aFyTail)la—2, vr7ad—)
o) MEI> 20mg |6000. 2F7 U VEET AT YA, EFOA
u—A, BitFy . Yo Z Bk
HNF TN
KR, EREla—2, vy ETIY
FYTU WATLT 7 —bFr T e R
z/ﬁ}bzg’y TIYVLVHLYZ | aFxyFaililao—A, v7ad—)
ol e\ 40mg |6000. AF 7YY IR A, TR
u—2, B{tFy . Iy, HEZT]RE
. ALFNTY

3.2 EFIOMERK

WRE | & S - kEs - EE ki
KH BH (A
o WEIREBD 7 I
TENINT S na — Y%
v 10mg|” _ 00 .
[G) —T4 7 M
5 i B mg |0
6.6mm 3.4mm 125mg
, i =i i)
AR B D T 7oL
TINYLY |HEFEAD| o] o]
> § 20mg|®7 4 LA = *7;”’57
el b | BE  ®mm ms @m |20 G
10.lmm 4.6mm 3.6mm 155mg
FH i R
WMEEOH UL
TINHNY HEFREAD| o] o ||
> $E 40mg|D 7 1 L L ﬁ +7‘\/)1,>‘7
e v | BE  mm m@ms @m |40 G
10.Imm 4.6mm 3.6mm 155mg

4. MEEX SR
SIMERE

6. AENURHE
BEBEACETILTLY > E LT 20mg = 1 H 1 [EREO#
59 %, B, Fie, ERICEKDEEERET 22, | HEARES
213 40mg &9 %,

7. BENUHEICEEY 3R
FAIOEENREZZER L. FEERO S 2 HEICHITd 5 &
EBIT, 20mg LV ERAE»SORBLEET 52 &, [17.1.1
ZHH]

. BEEREANEER

A BEERICEDSDCDEWVN, 560X HobNbZENHB
DT, BFEE. BHEOESSEGEHRE ML BT 18ET 2%
IIEERSEAHZ &,

2 AT 24 BRI E LW EAEE L, TUIF TV
Ty I ZBEEBERAE GO BE L. REBROFMFIcL=-
TrIFTF Yy ROMEERICE A EELMERN2ET
A[EEED D B o

9. HEDEREZRT SBEICHT IR
9.1 G - BHMEEEFDH2EE
9.1.1 MAIEEBIRIREDS S EEXIFFE TERIRKEDS S
BE
BELYCzEzV TSN Ba2RE, ERIZETSC
Lo BB ORD R RIRESBEDETIC & D S5 IC B
EELSELEBENH B,
1.2 8HVU Y LMEDESE
BWEEPCEHELIVEHSNSBAaERE, ERHIZETSC
Lo @AV LMEZEESELBETNNH 5.
Fo, BRERE. 22 P UAROBERFEFICK D MWES
VY LEFEL DRI VEETIE MEH Y Y AEICERT
HT &,
1.3 RMEEEDH 3 EE
BEOEEPNOFA2ZF S L, WEZE(LsE5B%
NrdHs.
9.1.4 BERXRIBEREPORE
BRE»SREZHAT 240 E, HEHIIRET S L, 2%
MEDETZEIITBENDH 2, [11.1.2 ZH]

9.1.5 ZEHBRUEDEIEEDSH 5 EE
9.2 BitaEEERE
9.2.1 EEIRH

HEFEE (eGFR 15mL/min/1.73m?2 Kifk) D&
3EFE

BEREP RS ZHB L. BET 25K ITTO R EEE
BB B L, BRETBILSE I BTN H 2. MHPRE
D EFAPRD SNz, [16.6.1 SH]

9.2.2 MEERDDERE

BRHENPoREZHGBT AL, HEIKRET S L. 2ll%
MEDETZEZTBENTH 5. [11.1.2 ZHE]

9.3 FFREEIRERE

FREEE O T EEREERE (Child-Pugh %237 : 7~9) T
MmEED EESRESN TV S, BRRBTIX. S 2T
HERERE (Child-Pugh A7 1 10 BLE) ERIlshT
Wz, [16.6.2 28]



9.4 L£iEEEZER T BE

9.4.1 iR T ZOTREEDH D%

HIRLTWAZ ENBENT 7o V4T v VA MBBERIEE
BIXE7 o7y I2EFRERAZER L. BRE - #HiE
BAOEE (BAR%, HE - i - BOEBARE, EEE) HER
D OENTBIPHESNTNBDD,

AEIOHEIHENL S, RBEEOEESE L EE L TAFRE DL
ik 2 EEICHE L. BB oA a2 LR 5 &Kk
ENBBEEIIOABRETHT &, £, BEPDBELIFEAICIE
WOREBHRBEICHET A&, [9.5 B3]

(1) AAEESEBENICFRE L TWA WS EEZHRT 52 &, AKH
BEHRYH, HRELTWEW E2TEHNICHERT S22 &, &5
FRIZIEAR A BE L 72358113, Eb kG #H1ET 52 &,

(2) MOFIHIZOWT., KA SHBEICEBEICHET A2 &,
F7-. BERLBREICIECHET S,
CHRRICAE 2 ER L2SE. BRIB - e RIS

VAINHB &,
CIEIRASHIEA U7 LEEE D NS 551X, B P ICHESEICHEE
5T &

IR AEHEY A5 A X, HYERICHEKT 22 L.

9.5 IR
IR AR L C WA RIEEME O H 2 HEICIZE S Lawna &,
B ERICHEIRAHBE L 25E1ICd, BB ICiRE5E2FRIET A2 &,
HRPEAR KIS T O 7 o ¥ v T ZRRERAIIE T >~
VAT Y U EBBEERBER 2RSS SN BETEKBDE.
B - HEROEE., FHEROERIE, BA2, &HY 7 AI
fE. EBOERAZ R OEHKEDEIC &2 LR SN2 D
ke, ESBHEOER. MOBERENH 5 bhiz L ORED
H5. (2.2, 9.4.1 ZE]

.6 1=3.R
BEALARWIENEE LV T O FEERROEILEICAH
ZEfilEOEd 5 &, 0.3mg/kg/HY Lo CHAERICER
IERAR® 5. 10 mg/kg/ HUL L TREEMOIHIAS5R0 51
TV,

ERITT

9.7 IR
NRFZ MR E U BRHBIIE” L Thau,
9.8 S

BERE,» o5 2B 22 CHEILRSETHI & —iRICE
EOBEIFE LI ZVnESINTND, NEEENRS5B%
NrH%.

10. HEEH

10.1 HAZER HALBWLI L)

A%

W - fElEE T

TIUAFLYT TN
e

BEARAEIR - FEEAE
EHEERE. AU UL
IME R OV 1ML T % #2 &
IBENNDHSH. eGFR
7% 60mL/min/1.73m?
RBOEHREREDH
BHEBEANODTYAF L
VIVIVERE DA
2OV, IBE LS
EZRrwEHEsn
BEEREETIS L,

L=V-FUVE Ty
v REEEH A HERS
NAHREEDNDH 5,

TIUIFT T

BAEEE. @) T L

I Sk

B R IHER] MEEROMENFEERC | REEERA RS

THEENDH 5, NAHHHENL B 5,
UESFN VFILATEBESE S| ERMEICBTSY F
BENED B, 7 L D FF RIS &

Nb,

JERATOA NEHEAE BEEFERADPREET S |JEAT oA REHRHE
Gl EDH B Y A I TR R 1R A &
(NSAIDs) HIHTURY T
AV RRAY Y 5% TUOAEBREEET S
ZEN 6. BEERZRE
FEEHAREMED D 5o

AT O A NIEEKHE

EREREOH 2 BE

JEAT O A NHEEAHE

Jra Al T, SHICBHREPE BRI O TRy 75
(NSAIDs) kT 26BZNDH5. |V VARBEEEMRICEK
A RRAY & OB =11 == waR |9 N
TeHEEZENT VN5,

1. BWER

ROBMERDPHSDONDH I ENRHHDT, B2 T7ITTV,
REPROONTHEIIIREG2HIEY 5% EBY 2 LE 21T

oRupa
1.1 EXGEIER

11.1.1 MEZE BEEARH)
HE. O, & W - BESOERLERE T2 MEZESH
EbNBIENH D,

11.1.2 Yav 7, K, Bilks GEERN)

NEN

MEM, BEIEHAENH S bNIZBEIZIE, BESIC#ET %

WEZTS T &, [9.1.4, 9.2.2, 10.2 2]
11.1.3 2UEEBE (FHEARH)
11.1.4 BHUYLME FEERH)
11.1.5 FFHRERE (SRR

AST. ALT. y-GTP & LR EZ M5 REREPHODNS

ZEDDH B,
11.1.6 tEHEIRIAHE

(BEEARHH)

. A CK ER. I RURAF I A 7oy ER3ED

[11.1.2 =]

/I ke EETSH
&o

L9,

HAIEE HEPRAEIR - B H1E W - fabER T =
: MERCBRE | R ERAT HobNBAIIE, BE5EHEL, BYALERFS &,

TURAF VYT I RS B L= -7 VT oY S RETE |- & B A P O B T B = &
3 R, Eh Y AIMGER | v RIHE e A e e A *E_u SEEEE EICER &,
5L CHEMED U 2 2 #11 W5 THIENS 5. 11.2 ZOfthEIE

ERREBEEICERT S PRESNTV S, 0.1~ 5%k SR B
B, 7272 L. MOBRE — ST
WEEFoTHABM #Mﬁ B, BB, 2O
FEnay bua—LpE EERER HFE

LjKE@%%%% RS et

<o :

2.3 BE] R e
10.2 HEEE (HAISERTD L) HbEs N

w4 BEFRIER - B B - ERET FF g ALT. AST ® 5

AU AERERRA] MBS U AES ER|IAROT LR AT T Y - BUN. /L7 F=>0

AT ST N | TAHIENDH D SWMEERICE D A = &7

MITLTFL U LR AR AR

IFLL THCLIk B, ot e CK L& Gl

71 7 L EAEHE] fEBRRF © R 1 B RE sEEn

bn Y L% EDH2EE :g]%ﬁgg

. =

FI PR B FEA KE 2D THRET 2 | FRELER CiaELZ o . T B N .

SN e WEIEFAEER T | 1T v B e 1 L= T IOV ROREY M-T1Z, BITICK DBRES R,

M) ZOLAFTIN2BENTH 5. KAl VEENTTELTNS 14. 3 sz

A DEERERED S B | BESZ . RRDEY - EALOER

14.1 FRIZAHROER
PTP BEDFEAI PTP ¥ — b2 6BV H LTIRAY 5 £ 51
Bg2HIE. PTP ¥ — FORBIICE D B HLARH RERE
AFIAL, BICRELE B L THIRARSEOEB L AIEL
MRTLIEND 5.



16. EYIENRE

16.1 MoEE

16.1.1 BOizs
BEERAICT VL)L > 20mg (9 Bl) KU 40mg (9 fl) % BHERZED
85 L7z, REMEOEDEBRAN T X —FIZLUTOEBD TH >
729

e Cmax Tmax AUCo-int T2
T (ng/mL) (hr) (ng - hr/mL) (hr)
20mg | 2,020.1+496.1 1.50 (1.0-3.0) |15,475.8+4,413.8|13.2+1.4
40mg | 4,707.8+1,048.3 | 2.50 (1.5-3.0) |33,892.0£8,109.3|12.8%1.3

(CPELEERZE. Tmax dHRE (F/ME-BAE))

16.1.2 Rig#5
BERREAICT VLTIV s > 20mg (12 ) K0 40mg (12 ) %= 1
[\ 7 HEREO®REG U7k, REEOMBEHRE ISR GHE» S 4
FTICEERBIGEL, ERERI Lo 72Y,

16.1.3 EFHEF MR

(FPIIWHILI VEE 10mg [JG])
TINHIIY V§E 10mg [JG] &7 PUNEE 10mg % 7 O AF —/N—
FICEDZENZN 18 (F VLY > E LT 10mg) EEABEICH
BHEEOHRS U PR ELEREZRIE L 85 - E)E kNS
A —% (AUC. Cmax) 22\ T 90%EHEX ML THEHEIT 21T 72
fER. log (0.80) ~log (1.25) O#ENTH V. WHIOEMELEZ
AR S NI,

H1
H#&

(ng/mL)
1500
—o— T VLYY VEEIOmg ]G]
1500 —e— 7 YIL%E10mg
I Mean=S.D., n=25
ﬁ -
#1000 |
T
L
qj-
y |
>~ 500+
b3
s ¢
Ocl
0

24

48
5% OREM (hr)
EYBIE ST A — &
HENRNT A =% BEINT X —F
AUCo-48 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
FORGNE
+ + + +
B 1ome 10 | 8386.3£1895.0 | 1073.7:193.5 |2.40+0.92/8.29+2.28
7?5;1’;% 8734.942035.6 | 1158.5+232.2 |2.32+0.89|8.8943.15

(Mean+S.D., n=25)

MEEFEET O AUC, Cmax H0/85 A — 413, g OBIR, (A
OPREUEIEL - BEEOHBRRMIC L > CRR RN D 5,
(FPIIYILI ViR 20mg [JG])

TINHIIEY V8E20mg [JG] &7 PUNEE 20mg & Z T A —/N—
HICEDZENZN 18 (F VLN > & LT 20mg) @A BEICH
BHOEOHRS U CMFEPRE(MARE 2 RIE L, S o - Y #k/ 5
A—% (AUC, Cmax) 122\ T 90%EHEXEIEIC THEHE#IT 21T - /-
FER. log (0.80) ~log (1.25) O#EHENTH V. WEIOEMZEHIF%E
MRS NI,

(ng/mL)

3000
_ —o— TYLPILE UEE20mg (1G]
2500 | 3000 —o— 7 VNEE20mg
Jiint 2500 Mean=+S.D., n=27
%E Bl
2000
7 A
L |
ﬁISOO
j1Y
pe § ‘
> 1000 f 12
i
i3
500
08— ‘ ©
0 4 8 12 24 48 72
#HEHBORER (hr)
HYBHREINT X — %
HEISTA—F BEINGA—Y
AUCo-72 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
TINYILE v
% 20mg [)G) | 16951-3£2862.2 | 2151.7£408.4 |2.5621.10\8.79+2.37
7;5:5;% 17598.4+2657.2 | 2303.2+446.1 |2.33%0.98|8.80%2.09

(Mean+S.D., n=27)

MAEFEEN NS AUC, Cmax F0/3T7 XA =413, #EREOBER, HR
DEREIEE - REFORBFMIC L > TR 2R P H 5.

(FYIWYILI Vg 40mg [JG])

TINYINY UEEA0mg [JGl &7 VNNEE40mg % 7 10 A A —/N—
FICEDENZN 188 (T VLYY > & LT 40mg) R ABEICH
FAHEREO#RS U PR ERBE 2 RE L G5 N EmEk o
A—% (AUC, Cmax) 122\ T 90%EHEX M THREHEIT 21T - /-
iEH. log (0.80) ~log (1.25) OHEANTH V. WHIDENZHIFSZE
HEARER SN,

(ng/mL)
6000 [
—o— T YLYILEY EE40mg TG
5000 6000 —e— 7 ULNGE40mg

5000 Mean+S8.D., n=27

24

48 72
5% O (hr)
EMBE/IT A -5
HEIST X —% SEINT A=Y
AUCo-72 Cmax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)
TINYILEY
+ + + +
T domg 10 | 35329-3+7491.1 | 47416211116 |2.37%1.52|10.8821.71
7;’5:;{;% 34914.4+6192.2 | 4506.5+1044.0 |2.59+1.16|10.80+1.44

(Mean+S.D., n=27)

MEEFRELE O AUC, Cmax F0/87 X —&1%, HEE OBIR. (KK
DREIEIE - REFORBRMICE > TR 2 WREMENH 5.

16.2 ORI

B (12 f) 127 VUL v 4A0mg & BBEORE LIk, RE
{bfk® Cmax. AUC iR THREG LB LT, Theh 3.0%.
8.4% R L7%,

16.3 5%

[MC] 7IMH L% »% 0.3, 3. 30ug/mLEBETE Ml IcHMmL 72
B, WINBLEAREERIZ99.5%TH > 7z (in vitro) V.

16.4 e

TINTIE IBRERIC K O RBE M-T12, &7z, CYP2CO 2 &V
R M-TICRB SN D, B M- 1 ROM-10 AT REGOHEE
PERNEARZALR DK 1/1,000 TH -7z (in vitro) 1911,

7YYLy i CYPIA2, CYP2B6. CYP2C8. CYP2C9.



CYP2C19, CYP2D6. CYP2El %1 CYP3A4 %[HEH T, CYP3A %
FEL o7z (in vitro) 9,

16.5 HEitt
BERAICT VVY L4 > 20mg (12 f1) %0 40mg (1241) %1 H 1
| 7 HERERO®RS Lk, HERS 5 168 R £ TOREILED
ZRERFHHRITZNZN 15.1%. 14.6%TH 7%,

16.6 HEDHRZHI EE

16.6.1 BiEREEEEE
BADBEHEDIRE SR 2 EIMERE (eGFRED 25 15~30 Ko
HEBREREE 44, 30~60 Ko PEETHEREE 10§, 60 LI
FOER ~EEBHAERES 8] KT YILYILY Y 20mg# 1 H1[ME
7 HRERER RS Lok, BRADIER ~ BEBRERES S kL
FEEREREEO Cmax. AUCIZZENEN 17.3%. 16.7%HEM L.
HEBHAEREEE O Cmax. AUC 32N Fh 8.9%. 39.3%HE L 7212,
F7o. MAOBHREREZ S SMEESEE 2R E LZRBICBLT,
PEETREREE 226]) SHEL CEEEREREE (196) ob
T 7RISR EEA 1L 35.1 ~61 3% WAL . EE L EHEERES
(eGFRED 75 15 Kii) (461) o b T 7R MEEHEYEEILS51.0~
91.9%#h L7219, [9.2.1 BHE]
# 1) BH®D eGFR (mL/min/1.73m?2) =194 xCr!-09x Age0-287
ZetED eGFR (mL/min/1.73m?) =194 x Cr1-0%4x Age0-287x(.739

16.6.2 FTHEREISEEE
LA DR ~ P EEATHEEREEE (Child-Pugh®2 2375 5~6 08
AR EE 8 7], 7~9 OHREERKEEREE 8. &t 16 6l) XU
fEEEREA (16 fl) 127 VNP Ny v A REFY IVED & LT 40mg % 5
HERERO®RS Lok, BERA SRS L CBEREERESD
Cmax 1& 7.7%#E . AUC 1& 27.9% 3. HEEFHEEREEL O
Cmax. AUC 3#NZhN 17.9%. 64.4%8 L7 HEAT—%).
[9.3 2]
H2) EULEY, 7T Iy, PT XU INR, FFERE. EAGEDKEE
o Aa7T B5%E
E3) TYLHLY OTU RSy 7E (ERFKRER)

16.6.3 S
BERZERE (65l L 85T, 24 6l) RUkESRE (18 %L
A5EELITR, 24 6) o7 VLY ILy > 40mg 2 1 H 1 [E 5 HRERERD
5 L7, &iE O Cmax. AUC (fEHS25 8 HE) &, EEl
HLHBLTENTN15.6%. 9.0%FED L7z HEAT—%),

16.7 FEYWEEER

16.7.1 ZJL3FY =)L
R (18 1) 1273+ —) (CYP2CY JHEH]) 200mg % 1 H
187 HEREREG RO T JILY LY~ 4A0mg 2 BEROMAZRS (7
NaAFV =L 7 HE) Lk, 7PL8L Y O Cmax. AUC i3,
B SR B LT ENZh 14.1%. 42. 1% L7210 (SFEA T —
5o

17. BRPRAUAE

17.1 BHERTREMEICEI T HEER

17.1.1 EIPSE D18GHER
BRAD 1 EX IS T AR N EERE 2 0RICT VLTV 22 1 H
1 [\ 12 BEEO#RES L 77 £ Al EEREEEBROERIZLITO
EBOTH-77,
b 7 REM MEZELRE VIV T NORERIIBLTY 7T R IRGE
ICHNERRZENPED 5N (p <0.0001, HHAE).

b T 7B EAIME (mmHg)
BE5E n TRER I AERA
BEHIE ZcE S ZE

FouR | 82 |100.824.21| —4.1£9.12%9 |160.047.66| —8.2+14.63%7
TINTN 93 1100.244.07| —10.8+7.76%9 |158.5+6.96| —17.6%14.20%9
% > 10mg

TININ ool 101.524.72] —12.5£9.60 |159.246.71| —20.5+13.71
% > 20mg

TINTN oo |100.424.14] —14.3£9.92 |150.247.04 —22.2%16.83
% >~ 40mg

N THIV

A%

FLFIL |82 [101.024.40| —10.9+10.13%9 |150.6+7.68| —18.3+15.88% 9
8N

12mg2

1) LOCF # (Last observation carried forward %)

E2) BEELTRELLETH D, METHI L LB TIEZ V. (1 H 1[E8mg
% 48RO 12mg % 8 MR, & 12 @MRS)

#3) n=80. i*4) n=81

(FH 1 + MR Z)

BIERFBREE L. 7YYLy 2 10mg #E58T 15.7% (13/83 ).
T INYIY 2 20mg HEEET 16.5% (14/85 ) RUOT7 Y LHILy >~
40mg #EHT 13.4% (11/82 1) TH 7. FEIEMAIZ. 10mg &
SEECIRAPIMIEGHE 3.6% (3/83 i), 20mg &% 5B CEHED F L
2.4% (2/85 ) KUY L7 F v R A KRFF—EHEMN2.4% (2/85
Bl) TH-, [7. BH]
17.1.2 ERSE MEEER

RRAD 1 BN T EAREBEEMEERE ZNRICT VNI LY V58
121 H 1@ 20mg (83BR) %O 40mg (838R)) o3t 16BRES, i

KAV THNY > Y UFEF VRERIC 8mg KU 12mg % [F—Hi%
ICTROKES L —EEMEEBRBROBERIILTO LB Th - 7219,
b7 7RI EZ L& (LOCF ¥£) 1, 7 YV Ly %58 (n=311)
KBWTHERO T Ty > YL FUEER (n=309) 1I2HA~
BaEPROLNI.

By NI TREBAMEDRSHIE (RRE/GHED | FHE - FiEFE=E)
. TYLH LY G5B (n=313) & 100.3+4.26mmHg/
160.0+£7.70mmHg. 7> TFHILE > T LFLFIULEESE (n1=309) &
100.4+4.11mmHg/159.6+7.27mmHg T# > 7z,

b5 7 BEALIME (mmHg)
Ep i AR IR

Eﬂ:%& 1) g;ﬁgﬂ%& 2) gﬂ:%zi 1) gﬁﬂaﬁ%& 2)
#5 8 RS
TINTLE L) 0+8.87 ~19.9+14.30
20mg —-2.0 -2.6
YT [—3.21, —0.69] [—4.62, —0.60]
UFtFIL  |—9.0+7.43| p=0.0024 |-173+11.75| p=0.0109
8mg
%5 16 HRE S (RACTHRE)
TINYNY v

— + —
20~40mg 12.4+9.87 e 21.8+15.30 oy
TS [—4.08, —1.22] [—6.53, —2.20]
UFtF)L |-9.8+8.50| p=0.0003 |-17.5+12.69] P <0.0001
8~12mg

E 1) HE L RERE
F2) BERIOMEER L = BRSO SR 2 AL AK & U7 TR E S T
(BREHORBHEAFHEORSHMEOMEEME. [ ] ZFRAI 95%EHXMH)

BIERRBSEEIX 7 VLY Ly VR ERT 7.3% (23/3134l) TH-
Too EBWERIZ. 7N ILY VEETIMAREREM 1.6% (5/313 1),
BAIED FE W 1.6% (5/313 ) KOE#HMEDE W 1.0% (3/31341) T
Hor1,

17.1.3 EBASIEHER (REARSEHER)

BEAD T B T EAREEIEERE (362 ) 2H/RICT VLY ILY
> 10~40mg (10mg £ O FE) % 1 B 1 [H 52 BMBEMEORES. FlR
B ERAI S 77 V> LEEHIA] & AR S L 72l W N G LIE L 7 IR HER)
EhBeni,

BIfEFISBERE IR, 10.8% (39/362 ) TH 7. ERENEMIZ, ME
& 2.8% (107362 ). 1FEfED &£\ 2.5% (9/362 i) K UOERE
M%E 1.4% (5/3626) Td -7,

17.1.4 ERSEMEEER

BAOMEEMEESRE (254]) 2HRICT DY E 2 20~40mg
(20mg & VFAtR) % 1 H 1 [ 8 BEMEOHRSE Lk, LELEEMNR
ELNIW,

BIfEFRFEBEE L, 4.0% (1/2561) TH -7z FaalfEAIE. mA7
BRBOKREESRIEN 4.0% (1/25 fl) KOty L5800 4.0% (1/25
) TH-o7220,

17.1.5 EIASE MEHER

BRADBREZ2£4£5 SMEESRE (41 ) Z20RIC7 LSV > 10~
40mg (10mg & VBAEA) %= 1 H 1 [E 10 AREOHRS Lk, RELL
FEERNRE 5 22,

BIfEARBUEE L. EETRERE T 15.8% (3/194l) KRUREEERE
ERET18.2% (4/22 ) Th -7z ERENFRHITEESRERE CTIL
) L8N 5.3% (1/19 61) . @A) 7 AlmiE 5.3% (1/19 6l) &
O'BEE 5.3% (1/1961) Thy, "EETREEE CHEKERYE
4.5% (1/22 1) 1dr 77 7 L8800 4.5% (1/22 1) 5858 4.5% (1/22
) ROEEED W 4.5% (1/2261) TH o722,

18. FEIE
18.1 {EFRERF

FTINHNY VET o IFT vy 09471 (AT) SBIRICHEELT
TrIOF TN ERER U FICF O MENEIER 21§35 2
L& - TET HRMMERIOBTIC K D EEERZRTS),

18.2 AT BEFIC I SPEEER

b AT ZEGROEEZBERENICHEZL (ICso fE : 0.62 ~
2.6nmol/L). AT ZEE» S OMBEIHBD TR P TH -7 (in
vitro) 'V,

18.3 LZU-PUIFTVIVRICRIETHE

R (126]) 1C7 VL% > 20mg % 1 H 167 BREERS Lk
B, IMAEL = 3EME, M7 V4TV Y [ BEROT VIFTF VY
T BEOEIIATRD 5N,

18.4 FEEEHA

EIEEARRET v b (SHR) RUOBEWESIME (2K-1C) 1 Xczhe
NEERE 7R, 24 Fefiitk & CREEMEA IR L 7220,

19. B CRET 2EERHAR

—f&% T YILHILE > (Azilsartan)

{bZ4 : 2-Ethoxy-1-{[2'-(5-0x0-4,5-dihydro-1,2,4-oxadiazol-3~
yl)biphenyl-4-yllmethyl}-1/ -benzo[d]imidazole-7-
carboxylic acid

3F3 1 CasHaoN4Os

F1E :456.45



R AROREIEREOMEKRTH 5.
FRITETFR T XA¥J—LXIETy ) —)L (99.5) IZHET
12 <L KIZIFEAETBT 20,

s
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AN
Y N
HN /
1~
N
pa—
< O\
22. %

(FIIWYILI VEE 10mg [JG])

100§ [10%E (PTP) x10]
(FIIWYILY VEE 20mg [JG])

100§ [108E (PTP) x10]

500 % (104 (PTP) x50]

20088 [FIAF v 7 EE NT. GEAIAD]
(FIIWYILY VEE 40mg [JG])

100 %€ [10%E (PTP) x10]

500 %€ [104E (PTP) x50]

20088 [T AF v 7 EE NT. GEAIAD]

23. EE\k
1) FIEREh b : EREHAEZ 2017 ; 47 1 1353-1355
2) BEEARH it - BEIRSERHEARIEAMEE 2021 ; 29 1 49-54
3) TINYINY O EREHESED (7 VIUNGE 20124 1 A 18
H&RE. HEEERIE 2.7.6.3)
4) TINHIILY > OEYEREREBERIED (7 VU NEE 201241 A 18
H&RE. HEEERIE 2.7.6.5)
5) HAER  EFOFESERE (58 10mg)
6) HAER  EYFOFESEREE (5 20mg)
7) HAER  EFOFESERE (5 40mg)
8) TIUNYILY v OEYFEARBAAED (7P NGE 2012 1 A 18
H&RE. HREERHIE 2.7.6.1)
9) PIYNLYILY Y OBAESICET 2ME (FYINE: 20124F 1 A
18 HA&GE. HEEERIIE 2.6.4.4)
10) 7N H Ly > oRBHCET 2810 (7 VU388 20121 H 18
H&R. HREERHIE 2.6.4.1)
TINHIEY > ORBICET 2EFQ (7 VU N8E 201241 A 18
H&AR., HiFERHE 2.6.2.1)
THRERERE B 2B EREHENE (7 VI NEE 1 2012 £ 1
A 18 &, HiEEMIE 2.7.2.2, 2.7.6.16)
TINYIY v ORERBREBEAED (7 2UN8E 201244 1 A 18 H%
2. HEEREE 2.7.2.2, 2.7.6.30)
14) FFHSRERRER 2B 2 BB REHERRE (7 VW N8E : 20124 1 A
18 HA&GE. HEHERIE 2.7.6.17)
TINYINEY v OEYEEHEBEGED (7 VI N8E 20124 1 A 18
H&E, HEEERIE 2.7.6.15)
16) 73+ =& DOFEYMEMERAREBBE (72 8E 1 2012 £ 1
A 18 H&GR. HiEERIE 2.7.6.18)
TINYNY » OEKRRERED (7 VU 820124 1 A 18 H&
R, HEEERMTE 2.7.6.26)
TINYNY  OEKRRERED (7 VU8 20124 1 A 18 H&
. HEERMIE 2.7.6.27)
TINYINY  OEKRRERED (7 VU 820124 1 A 18 H&
2. HEEERMTE 2.7.6.28)
TINYNY  OEKRRERED (7 VU 820124 1 A 18 H&
2. HEEERMTE 2.7.6.29)
TINYINY  OERRERES (7Y 820124 1 A 18 H&
2. HEEERIE 2.7.4.5)
TINYNY  OEKRRESED (7 VN8 20124 1 A 18 H&
2. HEEERMTE 2.7.6.30)
TINTILY OBV (7 VILN$E: 2012 1 A 18 HA&ZR, H
HERMIE 2.6.1)
TINYNY v OBEERICET 285 (7238 20124 1 A
18 HA&GR. HFEERTE 2.6.2.2)

24, NEREERERUEVEDES
HAY 22 v 7ikStt BESSHERE
T 100-6739 HHEETREHRAON—TEHI®E 1S
TEL 0120-893-170 FAX 0120-893-172

26. BHEIRFTRES
26.1 BHERRSETT
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