% % 20250 AT (BE3kR)
% 20240 HMET (BE2hR)

L IREE

BXHAR - 34

HEEAT LEXY—TJ 0Oy h—
ZIIWYILY ViR

HAFERm D HES
872149
AR7EBRAA
2023%6H
2023F6H
2023%F6H

AKipES
30500AMX00074000
30500AMX00075000
30500AMX00076000

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

T IWYID 2 5:10meJG)

y
y

IIWYIVE 2 5i20meJG)
YD 2 5:40meJG)

Azilsartan Tablets

WS BEER®
) R - ES OB LV AT AL

2. Z2 (ROEBZFICIFHRS LBV &)

2.1 RAIOR R LIBBHREOBFRE D H % BE

2.2 EFEXISIFIR L C WA RTEEE D H 541 (9.5 S]]

2.3 TURFLYILVBIEZREFOERKRESE (1720,
OBFEERBRZ{ToCbARBMENIT Y bua—LAELL
AROBEFEZRL) [10.1 ZE]

3. #8A% - MK
3.1 #8mk
- BRI .
HR7e4 (1 geh) RN
FUBERAI. BRELOo—A, hYEODIY
N FTUTU ATV T AT e R
z/ﬁéw%by TYLHLY aFyTail)la—A, vr7ad—)
o) ME1> 10mg |6000. 2F7 U VEET S AT YA, B FOA
u—2, BtFy . Lo, BEETEFL
#h ZZRRILER. AT Ty
IR, ERELO—A, FPYETOY
3 FrTWHTNT LTy T BN
Z;g’gé"y TYLHLY aFyTal)la—2, vr7ad—)
o) MEI> 20mg |6000. 2F7 U VEET S H YA, EFOA
u—2, BlkFy . Yy ZZBEE.
FILF N a
LAY, SERELO—Z, bYETRIY
FYTUWATNT LT T B R
ZQ%W TIYVLVHLY | aFyFaitila—A, vrad—)
ol e\ 40mg  |6000. RF T VEV IR L, LTTA
O—RA, BltF >, ZL7, HE=Z"g{L
ke ALFoNay

3.2 EFEIOMRK

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 e | BE  ®mm s @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. FIENURHE
BEBEACETILTLY > ELT 20mg = 1 H 1 [EREO#
59 %, B, Fie, ERICKDEEERET 22, | HEARES
213 40mg &9 %,

7. BENUHEICEET 3R
FAIOEENREZZER L. FEEROS 2 HEICHITd 5 &
EBIT, 20mg LV EAE»SORBLEEYT 52 &, [17.1.1
ZHH]

. BEEREANEE

A BEERICEDSDCDEVN, 560X HobNbZENHB
DT, BFEE. BHEOESSEGEHRE ML BT IRET 25
IIEERSEAZ &,

2 AT 24 BRIIHRE LW EAEE L, TUIF TV
Ty I ZBEERAE GO BE L. REBROFMFIcL=-
TrIFTF Yy ROMBERICE A EELMERN2EIT
A[EEEN D B o

9. HEDEREZRT SBEICHT IR
9.1 G - BMEEEFDSH2EE
9.1.1 MAIEEEBIRIREDS S EEXIFFE TERIRKEDS S

BE

BELRCzEzV TSN Ba2RE, ERIZETSC
Lo BB ORD R RIRESBEDETIC & D S5 IC B
EELSELBENH B,

1.2 8AVU Y LMEDESE
BEEPOCERELVWEHIiSNLBEERES, EAIEITSC
Lo @AV T ALMEZEESELBETNNH 5.

Fio, BRERE. 22 P UAROBERFEFICK D MWED
VY LENREL DRI WEETIE MEH Y Y AEICERT
52k,

1.3 RMEEEDH 5 EE
BEOEEPNOFAEZ5 S L, WEZE(LsEsB%
NDH 5,

9.1.4 BERRIBEREPORE

BRE»SREZHAT 2L, HEEHIIRET S L, 2%
MEDETRZEIITBENDH 2. [11.1.2 ZH]

9.1.5 ZEHBRUEDEIEEDSH 5 EE
9.2 BitaeEERE
9.2.1 EEIRXH

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

BEREP RS ZHB L. BET 25K ITTO R EEE
IHBET B L, BRETBILSE 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 TR ERE (Child-Pugh %237 : 7~9) T
MmEED EESRESN TV S, BRRB T, 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 ENBEINT T V4T 0 v VA MBERIEE
BT o7y I2EFEERAZER L. BRE - #HiE
BAOHE (BARL, HE - i - BOEBARL, ETE) HE0
D ENTBIPHESNTNBDD,
AEIOHEIENL S, RBEBEOEESLEE L TAFRES DL
ik 2 EEICHE L. BB oA Sk 2 LR 5 &6k
ENDHEHEICOAEET S L, iz, BEPRELREEIZZ
WOREBHEICHEET A&, [9.5 B3]
(1) AAEMESEBENICEFRE L TWA WS EEHRT 52 &, AKH
BEHRH, HRELTWEW E2TEHNICHERT S22 &, &5
FRICIEIR A BE L 72358113, Eb kG #H1ET 52 &,
(2) MOFIHIZOWT., FESHBEICEBEICHAT A2 &,
F7-. BERLBREICSCHHHT S,
CHRRICARE 2 ER L2SE. BRIB - e RIS
VAINHBH &,

CIEIRASHIEA U7 LEEE b NS 551X, B2 P ICHESEEICHEE
5T &,

IR AEHE Y 5 A X, HYERICHEKT 22 .

9.5 IFF

IR AR L C WA RIEEME O H 2 I35 Lana &,

B EFRICHEIRASHBE L -5E1Cd, BB ICiREE2FRIET 52 &,

HRPEAR KIS T O 7 > ¥ v TR RRERAIIE T >~
VAT Y U EBBEERBER 2RSS SN2 BETCEKBDE.

FRIE - FIER O, FIEROKRIME, BAR2, &HY 7 LAMN

fE. EBOERAZ R OEKBAEIC &2 LR SN2 D

ke, ESHEOER. MOBERENH 5 bhiz & ORED

H5. (2.2, 9.4.1 2]

.6 1Z3.R

BEALAZWIENEE LV Ty O FEERROEILEICAH
ZEfilEOE9d 5 &, 0.3mg/kg/HY Lo CHAERICER

IERA RS 5. 10 mg/kg/ HUL L TREEMOIHI AR 51
T3,

Y

9.7 IR
NREFEZ R E U BRHBIIE” L Thau,
9.8 S

BERE,» 5 2B 2R CHEIIRETHI &, —iRISHE
EOBEIFE LI ZVnESINTND. NEEENRS5B%
NrH%.

10. HEEH
10.1 HARR BRLBWVIL)

HHI2% ERRAEIR - 5B W - T
TURFLV YT EBICERMERS, B L= -T VAT Y
g BEEH )T LAMER ~ REEERAI RS

SYUVLA MEMED Y A7 | N SFTRENEN B S

(HERBEFICERT S

PHRESN TS,

A%

W - fElE T

TIUAFLYT TN
e

BEARAEIR - FEEAE
EHEERE. AU UL
IME & OV I 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

ROBMERDPHSDONBIENHHDT, B2 TIITTV,
REPROONTHEIIIREG2HIEY 5% EBY 2 LE 21T

oRupa
1.1 EXGEIER

*%11.1.1 MEMFE SHERH)
HE. D8, & W - HBEEOER 2 ER E 9 2 MEERED
HobONBIENDH B, £z B IBK. B, TREZ M
SHEMERFENHODNLIEND B,

11.1.2 Yavg, K, SEHK GEEARH)

IHE
WE %

s = -

T52 &,

VB, BEGHAES L S bBEIZE,
[9.1.4, 9.2.2, 10.2 ZH]

11.1.3 2EERE FHERH)

11.1.4 8AYDLIAE (BEERH)

11.1.5 FFHRERE (SEERHA)
AST. ALT. y-GTP @ bR& %5 fFiERErH5bN D

ZEDDH B,
11.1.6 t&HEIRIAHE

(BEEEANEA)

E5 It

AR A& CK ER. I RURAF I A 7oy ERER
bobniHaIlid, gE52PIEL, BYZLAEZITS I &
MRTRREIC X 2 SEEREOREICER T 52 &

11.2 Z0thDEIER

Btre 1272 L. fhDFE 0.1~5%31 SEREARH
BIEE T T b B — i AR
Eoay hu—LhE JBBCRE . BB, O
LLARDEE %K TEER A HEV
<o) 3 B
D3 2] TR S
R e 7 4 b5 AR
10.2 HEER HAISERT L) : REE b5
AL E R RAER - HEEBHE W - fEbER T H{bEs N

HV T LRFERRA (MEH ) Y LES LR AR OTILRAT O Y JFF B ALT. AST o k&

20/ I by |THIENDH S, %‘W\W%M’Eﬁllé@ﬁ o BUN. L7 F=>D

FUTLFLY, DIEN - Y L b5

IV U THIEILE B,
B LA FEMRBR T : 51 B RERE Tofl i CK 7 Ll

(LAY L EDHHHE N

f i Ll 13. ERIES

FI PR B FEA KA ZFD TG T 5 | FIREER Tla#EE % 13.1 B

Jat 3R, BEEEEAP EBRT T TV ABREFEICEL S S s N

FY s aLAFT I B BENASH D, AR VEESTELTL S TINHTLY O RORE M-T 1. BITICEDBRESNE VL,

N OHEEZEAED S| BEPZ L KEINVEYD

[11.1.2 =]

/I HhE EEITSH
&o

L9,

14. ERALDFER

14.1 BRI DER
PTP B DAL PTP > — b6V LTIRAT 5 & 51
B92I&, PTP ¥ — MPORBEMITED . BRI B IERE
AFIA L. BB EB I L THBRAREOEE L GINESE
HHEITLHIEDFDH D,



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

(B EERZE. Tmax dHRE (F/ME-BAE))

16.1.2 Rig#5
BERREAICT VLTIV s > 20mg (12 ) K0 40mg (12 ) %= 1
[\ 7 HEREO®R G LR, REEOMBEHRE ISR GHE» S 4
FTICEERBIGEL, ERERI LGP o72Y,

16.1.3 EFHEFHHER

(FPIIWHILI VEE 10mg [JG])
TINHIIY V§E 10mg [JG] &7 PUNEE 10mg % 7 0 AF —/N—
HICEDZENZN 18 (F VLN Y > & LT 10mg) EEABEICH
BHROEEOHRS U CERRELEREZRIE L 55 - EYEk NS
A —% (AUC. Cmax) 22T 90%EHEX ML THEHEIT 21T 72
fER. log (0.80) ~log (1.25) O#EENTH 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 o) | 8386.3£1895.0 | 1073.7193.5 |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— TYLYILE UEE20mg (1G]
2500 | 3000 —o— 7 VNEE20mg
Jiint 2500 Mean=+S.D., n=27
%E Bl
2000
7 A
L |
ﬁISOO
h1Y
g § ‘
> 1000 f 12
i
i3
500
08— ‘ ©
0 4 8 12 24 48 72
#HEHORERE (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 F0/8T7 XA =413, #ERE OB, HR
DEREIEE - REAFORBFMIC L > TR 2 WREMENP H 5.

(FYIWYILI Vg 40mg [IG])

T INYNY UEEA0mg [JGl &7 YV NNEE40mg %, 7 10 A A —/N—
FICERDENZN 188 (T VLYY > & LT 40mg) RS I
FAHEREO#RS U ClEPREERBE 2 RIE U 1§57 BmEk o
A—% (AUC. Cmax) 122\ T 90%EHEX M THREHEIT 21T - /-
iEF. log (0.80) ~log (1.25) OHEANTH V. WHIDENZHIFSZE
HEARER SN,

(ng/mL)
6000 [
—o— T YLYILEY UEE40mg TG
5000 6000 —e— 7 ULNEE40mg

5000 Mean+S8.D., n=27

24

48 72
5% O (hr)
EMBE/IT A5
HEIST X —% SEINT A=Y
AUCo-72 Cmax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)
TINYILEY
+ + + +
e 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 I AUC, Cmax F0/87 X — 1%, HEE OBIR. (KK
DEREIEE - REFORBRMICE > TR 2R H 5.

16.2 ORI

R (12 f) 127 VT v 4A0mg & BBEORE LIk, RE
{bfk®D Cmax. AUC 3R THREG LzREHBE LT, ThTh 3.0%.
8.4% R L 7%,

16.3 53

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

16.4 e

TINTIE IR ERIC K ORI M-T12, &7z, CYP2CO 12 &V
RE M-TICRB SN D, B M- 1 REM-10 AT ZEGOHEE
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 g7z (in vitro) 0,

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 EIMEERE (eGFRED 25 15~30 KD
HEBRERES 44, 30~60 KO HEETHEREE 10§, 60 LI
FOER ~EETHAERES 84 KT YILYILY Y 20mg# 1 H1[ME
7 HRERER RS LB, BRADIER ~ BEBRERES S kL
FEEREREEO Cmax., AUCIZZENEN 17.3%. 16.7%HEM L.
HEBHAEREEE O Cmax. AUC 32N Fh 8.9%. 39.3% 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 EATHEEREE % (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% . AUC 1& 27.9% 0. HEEFEEREEL O
Cmax, AUC 3ZN2N 17.9%. 64.4%EH L7219 (SAEAT—%),
[9.3 2]
H2) EULEY, 7T Iy, PT XU INR, FFERE. EAGEDIKEE
o AaAT7IT B5HE
E3) TYLHLY OTU RSy 7 (ERFKRER)

16.6.3 S
BERZERE (65 L 85T, 24 4l) RUksRE (18 %L
A5EELITR, 24 60) Ic7 VLYY > 40mg 2 1 H 1 [E 5 HRRERD
5 L7, &itE o Cmax. AUC (MEHS25 8 HE) 3. EE
HLHBLTENTN 15.6%. 9.0%FED L7z HEAT—%),

16.7 FEYWEEER

16.7.1 ZJL3FY =)L
R (18 1) 1273+ —) (CYP2CY JHEH]) 200mg % 1 H
187 HEREHRESG RO T Y LY L% >~ 40mg = BEROMARS (7
NaAFV =57 HE) Lk, 72U 8L Y O Cmax. AUC i3,
B SR HE L TENZN 14.1%. 42. 1% L7210 (SFEA T —
5o

17. BRPRAUAE

17.1 BHERTREMEICEI T HEER

17.1.1 EIPSE D18GHER
BAD 1 EX IS T AR M EERE 2 0RICT I LTy 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 LR 5 HE TR

TR | 82[100.8+4.21| —4.1£9.12%9 |160.07.66| —8.2+14.63%3
TINTN 93 1100.224.07| —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

FLFN 82 (101.0£4.40| —10.9£10.13%4 |159.6+7.68| —18.3+15.88%4
8~
12mg?)
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 &
LGREECRAPMEYE 3.6% (3/836l). 20mg H5HECIZE D 1 2.4%
(2785 fl) ROMH 27 L7 F >R ARFF—EHEM2.4% (2/8561) T
Ho7, [7. BHE]

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

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

By NI TREBAMEDRSHIE (RERE/GHED | FHE - FiEFE=E)
F. TV LH LY G5B (n=313) & 100.3+4.26mmHg/
160.0+£7.70mmHg. 7> THILE > T LFLFIUEEE (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]
SUFtFIL  |—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) FE L RERE
F2) #ERIOMEER L = EEX S R O SR 2 AL AK & U7 ZITRLE S T
(BREHORBFEAFHEORSHMEOLMEEME. [ ] 1ZWRAI 95%EHXMH)

BIFFRARBUEE IR T VLYY VI ERT 7.3% (23/3134l) TH-
Too ERBWERIEZ. 7PNHILY L RECIIHREREN 1.6% (5/313 )
Rk E WV 1.6% (5/313 Fl) RUESHED £ 1.0% (3/313 ) T
Hor1,

17.1.3 EASNHEER (REFRSHER)
RAD T B T EARESMEERE (362 §]) 2MRICT VLT LY
> 10~40mg (10mg L V%) % 1 H 1 [E 52 ERBEMEEOHRS. FIR
Ve FEFISUE A7)V LFEHURI & RS L7, W S Z0E L 2B ERD
ErBoNI,
BIfEFFBBEE L. 10.8% (39/362 ffl) Th-7-. EAEEMIL, ME
&R 2.8% (10/362 ). FEtEd £\ 2.5% (9/362 ) K UHRE
IAE 1.4% (5/362 ) TH-7:19,

17.1.4 EMSE MBS
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 f) ROty v L5800 4.0% (1/25
Bl) THo7z,

17.1.5 EASE MHEEER
RADEREE % 45 ‘IMEERE (41 ) Z6RICT VLY 2 10~
40mg (10mg & VBAEA) %= 1 H 1 [E 10 AREOHRS Lk, RELL
R R DG 5 N1z,
BIFFARBSEE L, EEBRERE T 15.8% (3/19 1) RUHEEER
EBRET18.2% (4/22 1) THo7z. ERMEAIIEEBERERE T
HA ) T L8E005.3% (1719 B1). ®H Y~ AME 5.3% (1/19 ) K
OB 5.3% (1/194]) ThH 0. hEEERERE CHEERY 4.5%
(1/22 ) Hurp ) 7 L3800 4.5% (1/22 1), 5856 4.5% (1/22 fi)
TOFEEDE WV 4.5% (1/22 6) T -7V,

18. FEXNFIE

18.1 {EFAER
FTINHNY VET o IFT vy D947 1 (AT)) SBIRICHEAELT
TrIOF TN ERER U FICF O MENEIER 21§35 2
LK - TET A RMMERIOBTIC K VEEERZRTS,

18.2 AT1 ZBFICx T ZFEE/EA
b AT ZEGROEEZBERENICHEZL (ICso fE : 0.62 ~
2.6nmol/L). AT1 &AL 6 OREIIHD THESLLTH -7z (in
vitro) 'V,

18.3 LZU-PVIFT VI VRICKIBTHE
fREFERA (12 6]) 1C7 VL% > 20mg % 1 H 167 BREERS Lk
B, IMAEL = &M, M7 V4TV Y [ BEROT VIFTF VY
B OEIIATRD 5N,

18.4 BREMER
BIEBRKET v b (SHR) RUOBHSEME 2K-1C) A XicEnZ
NEERG U7 R, 24 B £ CREER ISR L 722,

19. B CET BIB(EFHAR

—f&% . T YNLHILE > (Azilsartan)

{b&4 : 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,
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(PIWYILT ViR 10mg [JG])

100 %€ [10%¢ (PTP) x10]
(FPYIWHBILS ik 20mg [JG])

100 %€ [104%E (PTP) x10]

5004 [10%E (PTP) x50]

20088 [FTAF v V5B NT. GERAIAD]
(FPIIWHBILS ik 40mg [JG])

100 %% [104% (PTP) x10]

5004 [10%E (PTP) x50]

20088 [FTRF v VBB NT. GERAIAD]

23. EE\k
1) FIEpEth  fh: EESEZ 2017 5 47 : 1353-1355
2) BEEARH it - BEIRSERHEARIEAMEE 2021 ; 29 1 49-54
3) TIYNYLY > OENEREHAEBESEDO (7 VW N8E 1 2012F 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&AR. HiEERHTE 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$E: 2012 1 A 18 HA&ZR, H
HERMIE 2.6.1)
TINYNY v OBEERICET 285 (7238 20124 1 A
18 HA&GR. HFEERTE 2.6.2.2)
*24. NEREERAERUREVEDERE
HAY zx) v 7at BES$EHRE
T108-0014 HEHAEXEZALTHIZHIL S
TEL 0120-893-170 FAX 0120-893-172

26. BUEARTTRES
*26.1 BHEHRSTT

@ BAYIRUvOKAEH
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