5104NC

* % 2025F9FE] (584hR)
*2023F6RE] (5E3hR)

fr &
BRI

EIRRFF
3%

HFRERmOEES
872149
10mg 20mg 40mg
EERES | 30500AMX00087000 | 30500AMX 00088000 | 30500AMX 00089000
*| BRFTRAE 2023%6H 202346 A 20236 A

FREAT LEeT9—-J0vh—

WHBERR?

7 IIYILE ORANERRER

I IV > 0Ds10mgir=77)
FZIWYILT 20Ds20mgir=77
FZIIWYILT 2 0Ds40mgr=77

Azilsartan OD Tablets 10mg « 20mg * 40mg “Chemiphar”
) EE-BAEOAFEIC KV ERET S L

2.

2.1
2.2
2.3

=2 (ROBECIFBRELEBVT &)
AR UBBEE OB ERED & 5 EE

IR SUSIEIR L C WA AT O & 54tk [9.5 2]
TUAFLY I LVBEZBREHROERRFEREE (/272
L. thoEEREZT>TCHRBMENDITY ba—)L
PELULLARDOBREZRL)([10.1 BHE]

3.1 #HR%

3. #8A% - IR

H7e 4

7 INHILE 0D
$E10mg [737 7]

7Y NHILE 0D
$E20mg [r3I7 7]

7 VNHILE 0D
#E40mg [ 3177

BRIy
(1%Er)

TINHNE v
10mg

TINYIE v
20mg

TINFINE v
40mg

D-v>=bF—J,
JUaARE R,
vt RroFr oy
Lto—2Z, %
WA, b
tTuaysrr7
v, wvrud-—)v
6000, #% & & L

D-~w>=kF—J,
JuaARE K,
v RoFy o
Lo —2Z, %
WK, b
TEowayyrry7
. v ud—)
6000, #% & & L

D-v>=bF—J,
JUaARE R,
vt RroFr oy
Ltlo—2Z, %
L7/ N
FuayrFr7
v, wvrud—)v
6000, #% & & L

WAl (g —RA, A7 7J|g—R&, AF7YV|E—RA, ATTY
M A VAV S d/ i SRV S db A SN/
Ly BBALFH oLy BILT Y UL BIEF Y
FoHYYF R HYAYYFRY|[F RS F Y
T LK. S| LOKHIM. Z 2T LK. EE
ek, BME=T|Bk. AT | ZTERILEE. AL
Bitsk. ALFo(NTO v, Fof2FTNaT, 0
Nua v, E o2 25553
D%}
3.2 SFDOMER
A T INYIILE 2 OD| 7 VNHILEY 2 OD| 7 VILHILY > OD
ot #£10mg [4 3 7 7 )|$820mg [ X7 7] |$#40mg [ 37 7|
WERED | HREOIFRADD | HEDOEREA D O
(227N VRGN RGN VEGIZN
a—5 4 v 7HE a—7 4 VI8
%
44
® | = (10)
il —
BEfE 5.6mm
E= 2.8mm
HE 72mg 143mg 184mg
o — ) TINYFINEY Y 10/ | TINTFINE > 20/|7INFINE > 40/
! ODI0 7377 OoD20 7377 OD40 7377
4. FEERIFFHR
SIMEE
6. AERURHE

BE. BAIKIE7 VYUY > & LT20mg# 1 H 1RO
59 2%, 28, F. ERICKOBEEERET 25 1HEK
5 81340mgs 9 5,

HERUHECREEY 5FR

KAOEENRZZER L. REEMAOR S 2 HEIH g
HEEBIT, 20mgL DV ERAEPSORKLERT 5 &

[17.1.1

ZH]

8. EERELRNEE

8.1 BEERICESCDE V., 5562 ZXBHobNEIENDH
HDT. BFFE. BEEOERSEREZ ML B2 20
THRICIIEESE S &

8.2 FMTHI4BEMEIIEE LW ENEE LW T IF T
vy I ZAMERABRSFOBEE T, HEELROFERFICL
ZU-T I T Y ROMEWERIC & B EE % I EK
TEALZ TR H 5,

BEDEREET2EEICHATZER

1 SHIE - BIEEEDH D EE

L1ﬁ%&%ﬁﬁﬁ%@ﬁé%%i@ﬁ%ﬁ%ﬁﬁﬁ%@ﬁ

BE

BEESOEZETWEHISNS5EE2KRE, [HRIE

F5Z &, BIMEBORDRARHKAEABEDEKTICED

BRICBHETBILSEEIBETNIED D,

SHUD LMEDESE

BWEELLZERVWEHISN A58 Z RS, HHI8

JAHZE . BHYTLMEZEEIELEZNMNDH 5.

T, BHRERE, OV o LVAROBERREICLD

MEH VT LEPEL 20T WEETIE, IEHY Y

LEICEFEET A &,

9.1.3 RNMEEZEDH S EE
BEOREEASNIMEA2 %25
BBENDDH S,

9.1.4 BERXFEEEPOEE
BRE,»OHRE5ZMBT AR E, HEIKRSETHI &,
BEEMEDER N2 ITEENTH 5, [11.1.2 ]

.5 EXRESEDEEDH D EE

BikEESEE

1 EERBEEEEE (eGFR 15mL/min/1.73m=Kig) D
HBEE
ERE P oBR5 2B L. HETIHEARBRAITH%
CEEIRET AL, BRELELSELIBENDD
%, MARED LFEPRD SNz, [16.6.1 SHE]

9.2.2 MFSBHPDEE
BERE,POHRE5ZMBT HRE, HEILKRE5THI &,
BEEMENETZEITBENDSD S, [11.1.2 ]

9.3 FFEEEEEE
R E O ERE (Child-Pugh® 3237 1 7~9)
TIMHEED FEPRESN TV, BRREBETIR, BE
7 AP HEREE B (Child-Pugh# 8237 1 1081 E) 13
RS Tniz, [16.6.2 ]

9.4 &SERE R T BE

9.4.1 1R I ZOEEEDH DL

HIRL TWAZ EPEBEENT TV V4T oy VB

FHEHERIT VO Ty I ZREEE %2 #EE

L. BB - FERAORE (BRe, EHE - i - Bok

WAL, FETE) B oNHPREShTVSELY,

FEIOHEIHLE, RBEOEESHEE L CARFIR

S5ppESZEEICE L, BB EOERE) GRS

EEB EHEESNBIBHICOARET S &, Ty ¥

SRRBELEAICGROFEFREICEET A &, (9.5

28]

(1) RFFFESFEBRNCHRL TWE WS E2HERT 5
Lo REEFRDH, HRLTWERWT &2 TEHNIC
T 5T &o BEHRICIREAHIA L 7245481213,
[ERSY N Lo e sl o R R

9.
9.
9.
9.1.2

L. Wz E s

9.1
9.2
9.2



(2) ROEBIEIZOWT., AARSRARICEE ICHHAT
BT, £ BEFHBMBEICSCHBET S &,
RIS ARE AR L2 BE. BIR - FiERICE
BERIFTIVRAINDBH &,

- BEIEASHIBE L7 UZBE DN S5, HP»IcE
YEICHHKT A &
CHIRZEEEY A5 AL, HYEEICHKT A2 L,

TR IR L C W AR REE D H A I 5 Lan s
Lo BETIIREASHEAL-BEAICIE, BEbICEE52HIE
T5T &, RPN OKICTY O TV v v IREE
ERAINRT vV 7y v ERERRER 25 S

9.5 ¥R

B TEKBADEE,

I
=B

SHAEROTET, A RoOEIME,

BAE®. @AY Y LME. BEEOEMARRTFAEDE
& B IS N2 MU OME, EHEREOLE., MoK
EBEN S DNz EO|ENH D, (2.2, 9.4.1 ]

9.6 1ZALIR

BALBEVWIENEE L, Ty MORIERR ORI
RE & @ERRORS T 5 &, 0.3mg/kg/ B LB CHILE
BICETRILRESRD 51, 10mg/kg/ HDL LRSI
FIDPROENT B,

9.7 IR

NREERE LR RRERIIER L T,

9.8 S

BRB,»SHEZHIRY 274 LEEIRET 5 L.

—f%

ICBEOREIIFE LI tnEINTWVWD, MFEEEIE
IHBENDDH %,

10. HE{EA

10.1 AR HALBWI L)

A%

BEARIER - $EETTE

W - R T

TYAFL YT TIEE
i

PRADS
(EREEHFICHERT
558, 12720, tho
PEEIREEZIT>Th 72
BlifiFDOT> ha—)L
PELARDEE %
Br<o)
[2.3 ]

FERFCIE 2L, B
N RN i}
TR MEIMED ) 27
EMARESN TV 2,

LTy VET
¥V RIEEEH P R
SNDHA[REEDH S,

10.2 HEER (HACERTSZI L)

A%

EEARIER - FEETIER

W - fERE T

710 7 LRFFERRA]

MmiEH Y 7 LEN EF

KEOFTILVEZRTFT Y

2O ZT by |THIEND . WAHEERIC LD A
T LTV U LR E AR A R
iy A VA ITBHIEILES,

710 0 LAAEH] fElERE T« RSB REE
BV Y L% BEDH L EE

AR B FEFA KA 2D TRET 5 |FIREER CaRz %
ZA=R SN HE. BEFAFERTCL2L2EERICILS
R ZOVRAFTINTHBENDH B K| VEEDPTUHEL T D
R& RloREzEREY S |BENZ L. KEIVE

(11.1.2 &)

Fiad 258 EET
5Tk,

LT,

TYRAFL YTV
1g

BEHRERE &AhY
7 L IMRE K OMEK I
EEITBEINDD
%, eGFRA”60mL/
min/1.73m*k i O &
HREREDH 5 BEAN
DTIAFLTITI
BIEEDHHAIZDONT
3. REECOEELR

L=Y-TrIVFT
2V REEER R
SNDA[EEEDH S,

WEHETSh B4 %
REBIAH L,
TUIFT Y UEHBRERE, YUY
EERIEEHA] L IME R OMEILE % #2
CIBENDH S,
U F L VF I LRENREIS BRAEICBTZYF
BEND D5, 7 L OBRINAEE S
N,
JEATUA NEHRE|BREERPEET 2 |FEAT O RHEHERE
JE#HI (NSAIDs) ENH B BRI MELREA %
LY KA % BT TURY T T
TrOERERET S
e, BEERE
BEE S AAHESED H
%
BHREREDOH > BEH|IEAT O FHEIHRE

Tld, S H5ICEHREY
Biltysbzhnrs
%o

WHRlOTu Ry 75
Ty amBEEERICE
. BMREMETS
blebEEILGNTY
%o

* %11

1. 8eR

WOBWERNH 6bNB I ENHHDT, BEE+DIT

W, BEVPBEOONLGEICIIEREERFIET B0 @)z

WBZITH T &,

1.1 EXBZEIER

.1 MEMEE BEEAH)
HE. 08, & W BESOBREZERE I 2ME
HZEEPDS-DLNZEZ I END B, iz, BFE. BEX.
B, MREZESBENERFE FGODNE &
BH5

A2 vawvo, K, BEEKR BEEARH)

W B, BEEEASES D SDNBAICIE. BES

ICHEY B 21T 2 &s [9.1.4, 9.2.2, 10.2 &E]

2MBEE BEEAH)

EAUDLIME (BEEAR)

FFEREREE (3 1HH)

AST. ALT. y-GTPD LR %> FHERENH

S5bNBZENDH Do

1.6 FEINERRIERAE (SHAEPH)
AR, B, CKER., mMARUORPILIae s
ER&EFHSbNEEEICIE, BE52FRIEL, %
WEZITO L. BUHMBEICL>2HEREOR
EICEFEET A &,

1.2 ZDOiDEHER

1.3
1.4
1.5

0.1~5% K SEEERIA
EE RIE, B, TOE
TSR e HEWL
BHMER (R
REEE Ay A ER, mpRE ER
Hkgs T
JF I ALT. AST® b5
B i BUN., 7L 7F=rD LR
Z DAt M CK ER I K
13. BEKRS
13.1 SE
TINYILY O FROREYIM-T 1. BETICKDRESN
AR

14. ERALDER

14.1 FRIZMEOER

14.1.1 PTPEEOZEANIPTPY — F 25 ED I L TIRAT %
EOEET LI L, PTPY— FORERRKICE D, BELHE
AP EERBEARA L, BICIZZE 2B I L THER
MRFOEELEGHEEZHHET LI ENDH S,

14.1.2 RANZFEO LICORTHERZIRESE 25 CHRET L2
O, Kz LUCTIRAFETH 5. /2. KTRATSZ
EbTE D,

14.1.3 KANIEI-EFORETIE, K2 LTIRAESEZWT
o

16. ZE4ENHE

16.1 MEE

16.1.1 BEZS
BEERAICT LU > 20mg (9f]) % U40mg (9f1)
ZHEEROKRS L7zF. RE(LROEYBREER S
X=FRBHUTDOEBYTH -7V,

L Cmax Trmax AUCO inf T2
B5R | (hg/mL) (h) (ng-h/mL)  |(h)
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+1,048.32.50 (1.5-3.0)|33,892.0+8,109.3]12.8+1.3

(CPHE L RERZE. TnaldFRE (B/ME-FRAE))

16.1.2 RiEH®RS
RIS T DL H L 2 20mg (1261) K% U40mg (12
Bl) Z1B1E7HEEO®RS Uz, REEO M5+
BEIRGHE, S4B E TICERRRBICEL., EHE
Hixmr o729,

1.3 EYFNEF R

JILBILY ODEE20mMg =771
T IINHILE ODFE0mE [ I 7 7] &7 N
$E20mg# . YU Rt —N—HRICLD ENETNIGE (7
VPG & LT20mg) EERRASEICHEAERE
OS5 OKTIRAZROKEZ UTIRA) LCmsEs
REMEREZEE L. FoNTHEYIHREINT X -5
(AUC, Cmax) DWW T0% 5 X% IS THEHENT
Z1T o 7z#E R log (0.80) ~log (1.25) D#EENT
HY . HHAOENZENREE SRR SN,

16.
(04



(1) X THRA

HIENRT A =4 SEINT R —F
AUCo-48 Crax Tmax Tin
(ng - h/mL) (ng/mL) (h) (h)
TINYILE v
OD##20mg 17817.94+4198.3|2133.3+401.4 12.7%£0.9(9.9%1.1
[r3i77]
;E);ébj\ﬁ 19050.3+4403.7 {2459.8+417.0 {2.2+0.9 [10.1£1.0
(9B +12HERZE. n=30)
(ng/mL)
3000
ool 11T [Fe= 7UnwLEODE20mg 737 7]
1 Tio o | o TYIWNEE20mG
I Qo
F2000F 7 gou T (FHELIEEE. n=30)
% 1500 4 ‘
1t / RN
% 1000 - LY
500 *6’ s
0 % . . . . g\i\ib
0 3 6 9 12 24 48
R (h)
(2) KIEUTIRA (7 YIL\EE20mgI3K ThRA)
HENT A =% BENT A=Y
AUCO%S Cmax Tmax T
(ng - h/mL) (ng/mL) (h) (h)
TINYIEY
OD#$#20mg 15744.0+3863.9 |1891.7+412.8 |3.0%£1.0(9.8%1.0
[ri77]
270;;1;]//\@'{ 16440.1+3686.1 {2055.8+508.0 (2.7+1.2(10.0%1.1
(FHE H12ERZE. n=30)
(ng/mL)
3000 -
—e— 7 V)LHILE »OD§E20mg [ X7 7]
fn 2500 1 T --o--- 7 VI N$E20mg
% 000l 7 (FHfE= WM, n=30)
* |
% 1500 F
fg 8 TN
b Lo/ L
8 1000 ® .
500
0 ; . . . . NS:Q
0 3 6 9 12 24 48

e (h)

maﬁ*(}%ﬁ;ﬂﬁz}b:AUC\ Cmax%@/\oax—yti\ *&Eﬁ
FOBIR, FHORIEE - BfESORBEMFICE -
TREZLWEENH S,

(FPIIWYILY ~ODERAmMg [T 7])
TINYILEY YODEEOmE [ I 7 7] &7 VN
$EA0mgz. U AL —N—FEICL D ZNENIFE (7
DNHINE 2 ELTI0mG) R B M I AR R
EREO#S OKCRAKXUOKZ UTHRA) L CmsEd
REFBEZREL, Bon/-FEMEHEIINT A -5
(AUC. Cmax) 122 T90 %5 M X HEE I TREH T
21T o 7255, log (0.80) ~log (1.25) D#FHMAT
H 0 WRFOEMFHREEI TR S b

(3) Kk THRA

HEIRT A=Y BENTRA—F
AUCo-4s Crax Trmax T
(ng - h/mlL) (ng/mL) (h) (h)
TINYIEY v
OD#40mg  |32038.245389.5 |4156.3+697.4 |2.6+0.9(9.8%1.0
(3771
zf(’);;b/\ﬁi 34108.8+5342.5|4532.4+775.7 |2.2+1.0|10.0£1.0

(CPME+ EERE,. n=27)

(ng/mL)
6000 -
5000 - TT —e— 7 YILHYILY »OD§E40mg 737 7 |
i : ‘* —o-- 7 Y ILNEEAO0mg
% 4000 1 To0b | T (TAfE +EIERE, n=27)
% 3000 oo |LINT
it / -
& .
¥ 2000
B j B
1000 |7 _
0 ‘ ‘ ‘ e,
0 3 6 9 12 24 48

i (h)
(4) K12UTHRA (77 YIL/NE40mgIZ K THRA)

HEIT A= BEINTA—H
AUCO*‘QS Cmax Tmax TL/2
(ng - h/mlL) (ng/mL) (h) (h)
FONFNE
OD$#40mg  |33980.9+8196.2 [4173.6%930.4 [2.8+1.2[10.2+1.1
[r377]
470;;""% 36862.68004.5 |4646.7+1006.3|2.7+1.2 [10.2+1.1
(P9l £ EERE. n=30)
(ng/mL)
6000 -
5000 - To- —e— T YLHILY »ODFE4A0mg [7 37 7]
i LT | o T YILNEE4AOmg
aﬁj 4000 | L (CPHE = B, n=30)
* T/ Q H
23000 -
#2000 F &
3 . T
1000 ||/ T
ol é\’ﬂb
0 3 6 9 12 24 48

wE (h)

MEEFRENNICAUC, CoaxFED/8T A —51%, #iEk
EORIN, FRORIEIE - BEEOHBEEMFICE -
TELZLAREDTH 5.
16.2 ORUN
R (1201) 127 VLY % v 40mg % BRFEORS
L7, REEDCrnaxs AUCITHEER NS LR &
LT, Th2Nn3.0%. 8.4%ED L7,
16.3 10
[“Cl 72V H L% >»%0.3, 3, 30ug/mLEE T b
CHRILZB, Wb BEEARII9.5%Th 7 (n
vitro) ¥,
16.4 {X3H
TIOLYILY VIEBRRBICE D REIM-T 12, F 7.
CYP2COIZ & RBEPYM-T IR SN B, 2B M-
[ RUOM-T OATZ A ROBEEERIERE/EON
1/1,000C# > 7= (n vitro) >,
7YY IZCYPIA2, CYP2B6. CYP2C8. CYP2C9.
CYP2C19, CYP2D6, CYP2EIK (FCYP3A4% fHE & 7,
CYP3A%FHE L7z -7z (in vitro) Vs
16.5 HEtt
EEERAICT VLTIV > 20mg (1245]) K 0*40mg (12451
ZIHIE7THERER O S U-F, IR 5 51686 K
iT@ﬂ%”)ﬁftﬁiﬁi’éﬁﬁﬁpﬁﬁﬂﬁli%ﬂ%“ﬂlS.1%\ 14.6%
ThHo1Y,
16.6 FEDERZFIDEE
16.6.1 BiEEEERE
RADBEDEE N R 25 MTEESE (eGFR®
315~ 305K ¥ D & B B R PR E A, 30~ 60K O
FEEBRAEREE 06, 60Dl LOIER ~ BEBHEE
BEEHF) IC7 VIV LY 2 20mgZE I HET7H K
EREOHREG LR, RADIER ~BEEMERES &
L CHEEERERESE OCnax. AUCEZENZE
N17.3%. 16.7%3E 0 L. 5 5 B % B8 & E & D Cmaxs
AUCIZZFNZN8.9%. 39.3%EhMm L7z,
F7o. RAOBRERSE 2O SMEERE 2 0dREL
EREBRICBWT, PEEERERES (2261 Sl
TEEBERRERESE (196) o7 RmEHEyEE
1335.1~61.3%HML., EELBHAERES (eGFR®
MISEN) (461 © T 7 mEEHEYEEIZ51.0~
01.9%EM L7722, [9.2.1 ]
#1) BtEDeGFR (mL/min/1.73m?) =194x Cr-®x Age0-%7
Z¥DeGFR (mL/min/1.73m?) =194x Cr % x Age -7
x0.739



16.6.2 FFi&EEIEEERE

A DERE ~ FEEAFKAERES (Child-Pugh®™ 2

a7 N5~ 6DBREEEEREESH. 7~90hEEFE

HEPREESH. BH166I) KORRERA (166]) 172

LY LA REY I L LC40mgESH B RERD

5 U7-R, R & B L CREFEREREE D

CmaxlE7. 7% D AUCIZ27.9%38 b, o 25 B AT #& RE

[EEE DCmaxs AUCIZZNZ117.9%. 64.4%3EH0 L

728 (BMEAT—%). [9.3 ZH]

W2 UL Y, P73y, PTXIRINR, FREERGE. MK

FEDREED & AT 7T 5558

I3) TYLHALY ST RSy Ik (EWNKRER)

SEE

BELEEHE (5% ESSELLITR. 2461) KM OIEE

H (I8RLLLEASHR LT 246) 107 VUL % »40mg

ElHllﬁ]SHFﬁﬁ&@ﬁﬂ&ﬁbtﬁ\ %@%%@Cmax\

AUC (WE#5»68HE) 13, FEEMmEF LB LT

ZFNnZFN15.6%. 9.0%HD> L7 BHEAT—%).

16.7 EMEEIER

16.7.1 Z)LaAFV—=Ib
R A (1861) 17 )L a3+ — )L (CYP2COH =
Al) 200mg#1H1EI7HBRERSKOT VLYY
A0mgx BEREOMFAKRS (7Lar-V—L&E57HE)
L7z, 7YLH LY > DCmaxs AUCIE, B 5 H
EHEBLTENENLL. 1%, 42.1%8EI L= (4HE A
F—%),

16.8 ZDfth

(PYIWBILI>VODEEI0mg =7 7])
TYNLYILY CODEEIOmE [ 37 7] &, [G8N
B2 5 RROEEMEA OEMFRESFEREE T4 R T4
v (HHR2E3H19H FAREFKOIELS) | ITEDIE,
T YVNH LY OD#0mg [7 37 7] #iZ#eslH
Lf:é:)’a‘\ BHZEEICE D ZEMZENICRFEE AL S
nio,

17. ERRRNEE

17.1 EUERUREMICEIT 2505

17.1.1 EEE O AEEHER
FBADIE L T EARESMEERE 2 /NRICT VL
Py EIFIEIZEMEORS LTI A iE—
HEBRLERBOBRIILLTOEBY ThH 7217,
NS 7 REAIMEZ(LEF I VWT NOBERICB VLT
LT T REEFHICHARNERAZNIED SN (p<
0.0001. XfEARTE) o

16.6.3

N5 7 BEERE (mmHg)
BE5 8 n LR I HA

BE5HiE |ZBtE BE5HiE | ZB{tE
77eR 82 lﬂ_?g:gl fé%mﬂ 14_9?:?6 i8i421.63ff3>
FORTALE > 100.2  |10.8  [158.5  |-17.6
10mg 44,07 |+7.768 |£6.96  |+14.20%
FONTILE > g|I01.5  [12.5  [159.2  |-20.5
20mg 4472 |£9.60 |+6.71 |+13.71
FONTILY > o004 [143 (1592 |-22.2
40mg 4414 |+£9.92  |+7.04 |+16.83
AYFINE Y TUlI0L0 109 (1596 183
FEFN8~12mg® [22|£4.40  |£10.13%|£7.68 | £15.88%

##1) LOCF# (Last observation carried forwardi#)

F2) 2EELUCHRELLHTH D REHHEN L HESHEE T2 L, (1
H1E8mg% 4 A K ' 12mg 2 &AM, FH12AMRS)

##3) n=80. *#4) n=8l

(CPH1E +1Z 8 R )

BMERARBESEE L. 7YYLy »10mghk 58 T

15.7% (13/83%1). 7 ¥ L5 L % »20mgHk 5 8 T

16.5% (14/85f) K7 VIV ¥ »4A0mgik 58T

13.4% (11/8261) Td -7z ELEIER . 10mgik

ERCRPIMBGHES.6% (3/83f1). 20mg 58 TiFE)

O FEN2.4% (2/8561) ROMHE Y7 L7 F > HRAKRF

F—EHM2.4% (2/8561) TH -7, [7. BIHE]

EPIEE M ABEHER

BAD T EXIE T EREESMEEREZNRICT Y

VL y R SEICTHE20mg (83EM) K U40mg (8

AM) OFGEMEBSE. SIich Y THILY Y L

FEFNFEEEI8mg K O 2mg % [Fl— I TROE

5125 e _EEMEEHBOBRIEILUTOLEBDTH -

7218,

b T 7B IMEZE{LE (LOCFE) & 7Y L9 L

7 UHRE5E (n=311) IZBLWTHBEON Y TFTHILY

Y YL FEER (n=309) ICHNERZENR

HHNTz,

17.1.2

BB b7 T REAMEORSHIE (HE5RH/NE
B OPSEEEERE) 3 7OV UG
(n=313) 1£100.3%+4.26mmHg/160.0+7.70mmHg. %
YTHILE Y YU FAERERE (n=309) 13100.4%
4. 1lmmHg/159.6+7.27TmmHg TH > 7z,

kT 7 EEALME (mmHg)
58 PR A&

ZLE™ =T [ Z(LE™ [REET
e 585 M P
7oLHLy 2 20mg |0 0 199 e

+8.87 +14.30

— — [-3.21,-0.69] [-4.62,-0.60]

HEFHLE Y T L|9.0 a7 S Gos
F+F18mg +7.43 [P +11.75 [P
516K (FALETHI )
7INFNE V0~ [124 | 208 |,

N . = .
40me_ —EOBT 408,102 R0 53 0]
NYFFLE Y Y198 00 7S o
F£FN8~12mg |£8.50 |P +12.69 [P

1) FHIE R
H2) BEMOMmEFL = U IEER S RORSRE 2T EHE LT
FESEON (B EHROABEHPHEORESREZEO SiEE
B [ 1 W RI9S%EEX )
BIEERBEHEIT LY LY V58 T7.3%
(23/3136]) TH-7zo FEREWERIX. TINLTFILY
BECIMAFREEIENNL.6% (5/31361) . AfirtEsd £111.6%
(5/%13%) ROZE D F1101.0% (3/31361) TH -
7218,
EAFEIEAR (RERSHER)
BRAD [ EXIE T EAREBESMEERE (3626]) %%t
RIZT IINHILF 10~40mg (10mgdk 0 BtE) #1H
1|52 A R B AR 4% 5. FIRBEEAINXAE /1L 7 L3
PRl & GRS U7 B,
Boni?,
BIER S BUSEE X, 10.8% (39/362f5) TdH - 7zo E
ZEMER L. MEMKT2.8% (10/36261). ZEED &
L12.5%9)(9/362WU) ROEREBINGE]L.4% (5/3626) T
Ho7,
EMEE MAEEER
BRAOMESMEESE 256]) 2HRICT7 ILHIL
% 2 20~40mg (20mg&k O Fth) % 1H 1[E8E BRI
5 U7E, BELIBREDRIE S NY,
BITERFIFSEE X, 4.0% (1/7256) TH o7, E7zH|
PERE. AP RLER K RBERIEMNA.0% (1/2561) KO
e Y 7 A38004.0% (1/2561) Td - 7220,
17.1.5 ERE DE55%
MADBEEZ 4> BMEESRE 416]) Z2HRIC7
VYL E 10~40mg (10mgk 0 FtE) #1H1[E10
ERREORS L2k, ZE L EESENE S P,
BIVEFAFBESE L. EEBRERSL T15.8% (3/1941)
RUOTSEEBEERETI8.2% (4/226]) TdH -7,
FLEERIEERRERE CIF ) 7 A8E15.3%
(1/1961). &V 7 L MES.3% (1/1961) & OEEH
5.3% (1/1961) TH . PEEBHRERE CHEER
H4.5% (1/7226). Ifndr s U w7 L 88004.5% (1/2261)
Efﬁﬁ?4.5%)(1/221§ﬂ) RO D £ 14.5% (1/2201)
TH-o7%,

18. EFNEIE

18.1 {EFAEER
FTIVHINY VETIFT 15471 (AT) %
BIRICHEE LTy IF Ty I EREHR L, EICEFD
A MENEIER 2 IH T2 2 Eick > THET KM
MEEFROETIC &K D EEERZRTY,

18.2 AT'ZHFICK T ZEE1ER
v FATIZBROEE 2 BERENICIHE U (ICE:0.62
~2.6nmol/L). ATIZREAED 6 DFREEIIED THESPHPT
H-7- (n vitro) 9,

18.3 LZU-PVIFTIVIIVRICRIZTHE
ERA (1261) <729y > 20mgz 1 H1E7H R
5 U7, ML= VM, mE7 > 45001
BEROT Y IFT vy TEEOEMDRS 50z,

18.4 [ZE{ER
BIMEERFET v b (SHR) RUBMHSIME (2K-1C)
A RNCFNFNHOERE L=, 24B5% £ TR E/ER
[Ee=s TAUNALUN

17.1.3

W NS RE L I EER R

17.1.4




19.

22.

23.

BRI CRT BIE(EFHNAR

—MBHIZTR : TV ILY > (Azilsartan)

{b2£4 1 2-Ethoxy-1-{[2'-(5-ox0-4,5-dihydro-1,2,4-
oxadiazol-3-yl) biphenyl-4-yllmethyl}
-1H-benzo[d]imidazole-7-carboxylic acid

373k - CsHaN4Os

IFE - 456.45

g

CO,H
0

N Mo
N= HN |
%2 O 4
o L)
R BE~FHEAEOBE IHEEEOHERTH S,
NN—IXFLT7ERTIRITBFRTL AT ) —
JAZRRBIFICK L, T —)L (99.5) IZVBIFIC
<L KICIFEAEEIT R,
ax
(FYIWYILI VODEEI0mg =T 7))
1008 [1088 (PTP) x10]

(FPIIWHILI VODEENmME [T 7])
1008 [108% (PTP) x10]
3008 [RUTFL UM N, BIEFIAD]

(FPYIHILI ODERAME =T 7))
100%% [108% (PTP) x10]
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2) BRERM f : EIRSERR ARIZESMEE 2021529
49-54.

3) TIVNBILY OREYFERBESED (7 VILNEE

20124E1 H18HA&RR. HFBEERMIE 2.7.6.3)

T VNI v O EREHEBIEQ (7 Y ILINEE

201241 B 18HA&GE. HFEERHIZE 2.7.6.5)

HARZ 27 7 BRE&H - EMENRSERER (ODSE

20mg) BT &R ((ENERD

AR 27 7 BRE&H - EMENRSERE (ODSE

40mg) BT HER (HNER)

TIIINYIE L OFEMENRERBRBIER (7 VIV -

201241 A 18HA&RE. HFEERHEE 2.7.6.1)

TINTILEY OEEBEICET 215 (7 I ILNEE:

201251 A 18HA&RE. HFEERHEE 2.6.4.4)

TN L OREICET 2O (7 VIV -

20124E1 H18HA&RR. HFEERMIE 2.6.4.1)

T INHILEY ORBEICET HEQ (7 I INEE

201241 B 18HA&GE. HREERHIE 2.6.2.1)

BHEREREICB ) 2EYBEHABRE (7Y

JNEE D 20124E1 A I8H &R, HFEERMEE 2.7.2.2.

2.7.6.16)

7 INHIY L OEKREABEED (7 PILNEE 2012

FIHISHAERR. HEERMIE 2.7.2.2. 2.7.6.30)

FFHERERRE R 1B 5 B B RERBRAAE (7 2L N8k

201241 B 18HA&GE. HFEERMIE 2.7.6.17)

T I v OIEYEREHERSIED (7 Y ILINEE

201241 A 18HA&GE. HFEERMIE 2.7.6.15)

TNaAF = EOEYMHEAEERREEE (7N

$E 1 2012£E1 HISH&ARR, HFERHMEE 2.7.6.18)

HA 27 7 At - EW20REEEHE (ODSE

10mg) B9 2 &R (HNERD

T INHIVY v DERKREABEED (7P ILNEE

FE1AI8HAGE. HEERHIE 2.7.6.26)

T INHIY L OERKRHABBGES (7P ILNEE

FIHI8HA. HFEERME 2.7.6.27)

T INHIEY L OEKRHABEED (72 NEE

F1AI8HARR., HFEERE 2.7.6.28)

T INHIY 2 OEKRABERESD (72 NEE

FEIHI8HA. HFEERMIE 2.7.6.29)

T INHIY  OERABEE® (72 INEE

FE1HI8HAR. HEEMIE 2.7.4.5)

TINYIEY v OERABRBED (72 ILNEE

FEIHISHA. HFAERMIE 2.7.6.30)

TINYIEY L OEBIER (7 2 ILNEE - 20124E1H

18H&AR., HFEERE 2.6.1)
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