3FO3NY

* % 2023F6HRET (5E30R)
* 20235 HNET (BE2hR)

BT © =R

B -

RHIXD

34

e A

E)EE-EMEONFZICLVERT S L

BAGREERIEES
872149

BEEAT. LESY—J0Ovh—
7 IIYILY v ORANREEREE

Z I ILI > 0Dsz 10mgio=77)
Z I >0Ds20mgi =77
Z I >0Ds40mgi =77

Azilsartan OD Tablets 10mg ¢ 20mg » 40mg “Chemiphar”

10mg 20mg 40mg
FXERES | 30500AMX00087000| 30500AMX00088000 | 30500AMX00089000
* | BRFERAYE | 2023%F6H | 2023%F6H | 2023%F6H

2.
2.1
2.2
2.3

22 (RDOEBFEICFRSULEVT &)
RAEND BT UBBOE D BEFERE D » % BE

IR SRR LT WA RIREE D & 2t [9.5 SE]
TUAF LY 7Y VBIEZ B ESHOERRFESE (7272
L. tholEERELZToTCbaBMENDITY ba—)L
HEULARDEEZRL)[10.1 ]

3.1 #HR%

3. #ER% - R

HR7E 4

7 VIIILE > OD
$E10mg [ 377

7YYL > OD
$820mg [ 37 7]

7 YNV >OD
#E40mg [ 317 7]

BRIRLSY
(1%EH)

TINYIEY v
10mg

TINHILEY v
20mg

TINYIEY v
40mg

NINA

D-v>=hk—J.
JHAKRE R,
L RroFy o
LEra—RA, #
Wk b
TonayyFrTs
v, vrZud—)
6000, #% & & L
O—Z, A7 7Y
P I d i S
Ly BILFH .
HoAYF Y
v LKA, =2
Biegk, HE="
Witsk. AL+
Nuaw, Zofh2
D%

D-v>=hk—,
JHaARE K,
v RoFxy oy
Ltia—2Z, #
-7 N
ToaysFr7S
V. xruId—)
6000, #& & & L
a—AX, AT 7Y
M S S/
Ly BiEFZ
Yoh)rF Y
T LK. =2
Bib#k. HLrw
Na v, o2
D%

D-v>=hk—J.
JHARE R,
v RroFy o
LEra—RA, #
WKk b
TonayyFrTS
v, vrZud—)
6000, #& & & L
O—Z, A7 7Y
VBT ATy
Ly BILFH .
oAy F Y
T LKA, EE
ZTERkER. L
FonNa, F0
2% 5

3.2 BFID

IR

Hi7es

7 YNHILE 0D
$€l0mg [r37 71

7Y NHILE 2 OD
$E20mg (377

7 YNYILE > OD
$840mg [ 37 7]

WEREOD
ESIZN
dI—F 4 VT8E

WAREDOEFEAD D
T 4L

HEOEHFAD D

51
i

[ERES

5.6mm

Ex

2.8mm

HE

72mg

143mg

184mg

Evl=ialy

TINYILY Y 10/

ODI0 7377

TINFILEY Y 20/
OD20 7377

TINTILEY > 40/

OD40 7377

4.

MREIFFIR

=IMERE

6.

HERUHE

BE. BAICIET VLY Ly > & LT20mgz 1 HIEREO#E
5952, 8. F. BRICKVEEERT 22, 1HEKA
BE581340mgs 3 5,

HERUHECEEY 3R

FHOREDREZ/E L, AFEA S % HE IR
Brrbic, 0mgk VERARY S OMMLERT 52 L,

[17.1.1

ZIH]

8. EELREARNEE

8.1 BEEERICESLCDFE VN, 5A56D02ZIHobLNIHIEND
HDT. BEE. BEEOERSEREZ M B % BRE
THEICIIERSES &,

8.2 FMEIABEIIHRE LW EAET LWL, 7Y IF TV
VU ZBRERABRShOBEE L. RENROCFHFICL
Z-TrIF T ROMEWERIC K S EE L M EK
NEEITHEEEYSH 5.

BENDESEETIEECHTZER

1 BHE - BIEESDH I ES

L1ﬁggﬁﬂmﬁﬁwﬁé%%iﬁﬁ%@%ﬂﬁﬁ%@ﬁ

3E

WELERLGZEBL VSN EBAZRE., (HHILE

AL, BMHEDEDPREEASBEDETICLD

BRICERETELSE2BETNDIDH D,

BAY Y LIMEDES

WEESPGZBRVEHSNEIBAZHRE., (HHIL

FA5Z &, BAHYTLMERBEISGE2B8ZNDDH 5,

F7-, BHEEREE. O PO LVARBOBRBESICKLD

MEH )T LEPEL DRI VWEETIE, IMEHY Y

LMEICEET ST &,

9.1.3 RHNMEBEEENHZEE
BEOHENMMAALZFIESEI L, KELZELSE
HBENDDH B,

9.1.4 BERRISEEPOES
BRE» 55 %2MIGT 22 L, BEEIIKET S &,
SHEMENETZEITBENLD 5, [11.1.2 ZE]

.5 ERBBAEDEFEDSH S EE

BikaEEEE

V1 BEREREEEE (eGFR 15mL/min/1.73m%Ki%) @
HDEE
BREE,»HBREZHBL,. BEBTAEEIIBRLIITOIR
CHEEBEICRET AL, BREZE(LSEIBTNANDH
%o MHBED LAPED 6Nz, [16.6.1 ZHR]

9.2.2 MREFDDES
BHED»SHBREE2HBT 5L, HEICKET ST &,
SHEMENETZRITBENDSD S, [11.1.2 ZR]

9.3 fFikpeEEESE

RS OFTHEEREE B E (Child-Pugh® A 37 1 7~9)

ThHEED ERESHRESN TV, BRREBETIR. BE

7 FHEERE E# (Child-PughD#E 2 a7 1 108LE) &

Bolsn Tz, [16.6.2 ]

9.
9.
9.

9.1.2

9.1
9.2
9.2

*9.4 LIEREZERI B8

9.4.1 HIRI ZTREMEDH B L4
FRLTWAZEPEBESNT TV I T vy VB
FHER VI T VO T ISR EERE % #EE
L. B - iERAORE (B2, EHE - - Bof
BAE, FETE) AROSNFARESNTWVSENY,
AREIOE G E, RBROARELEE L CRAIK
S50 ENZEEICHRR L. BB LOGERESEREZE
F[ES EHWENBEEICORBEETHE, Fi-, &
SR ERGEICIIROFREFEEICEET S22 &, [9.5
28]

(1) RFEFSFEIBRNICERL CWEWE & 2HERT 52
Lo KAMEEGHS, HIRL TWRWT & E2ERNIC
RS 5 2 & BEFRICHIRAHIIE L 725 A 121,
BEHIEEEFIET S &,



Q) WOEBIEIZOWT., AARSRARICESE ICHAT
BT, £ BERUMBEICSUCHBET S &,
R ARICAREI AR L2 Be. BIR - FiERICE
BERIFTVRAINDBH L,

- BEIEASHIBE L7 UZBE DN S5, HP»IcHE
YEICHHKT A &,
CHIREEIEY A5 A L. HYEEICHKT A2 L,

9.5 1R

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

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

BHEY»OHEZHIRT 20 CEBEIIRET ST &

—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,

LY Ty IVET
¥V RIEEER D 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

(11.1.2 &)

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

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

1. 8eR
WOBWERNH 6bNB I ENHHDT, BEE+DIT
W, BEVPBEOONLGEICIIEREERFIET B0 @)z
WBZITH T &,
1 EXEIEA
A1 MERE (SEERER)
HE. O, & W- BESOBREZERE T 2ME
FHEPHODONEZ ENDH B,
vawvd, K, BHHEK GEEALH)
WL B, BBEERSESHobNLBAICIE. BES
IHEY B EITH T &, [9.1.4, 9.2.2, 10.2 BH]
2MBEE BEEAH)
BEAUDLIME (BEEAR)
FFESREREE (S 1HH)
AST. ALT. y-GTPD EF %% S iR ES
S5hbNAZENDH 5B,
1.1.6 ENANRIARAE (BEEAHH)
AR, RO, CKER., mHRORBIF/ar s
EREENHSbNEAICE. BEE2RIEL, B4
WBEITO L. BRBHMBEICL>2HEREOR
FEICEET AT &,
11.2 ZDftDEIER

1.2
11.1.3

1.4
11.1.5

—_

0.1~5%Kii SEEAEA
SBBORE RE., BB, TOF
TEBR e HE W
MRS (R
REEE Ay 7L ER, FRE R
k2R T
i ALT. ASTO EH
B ek BUN., VL 7F=>D LR
Z DAt MMHCK EF Mz Bk
13. BERS
13.1 W&
T IVNVYILEY U RORBYIM-T . BiCKDBRES M
AT

14. ERALOER

14.1 EFIZMROES

14.1.1 PTPEEOZEANIPTPY — b 25 ED I L TIRAT %
FOEET LI L, PTPY— FORERKICE D, BELH
AP EERBEARA L, BICI3ZEA 2B I L THER
MREOEERAEZHRET LI ENDH 5.

14.1.2 RANZEFEO EICOR THERZIRESE 2 CAET S 12
O, Kz LCTIRARTEETH 2. /o, KTRATSZ
EBTE D,

14.1.3 KANIEI-EZORETIE, Ko LTIRAESEZWT
o

16. ZEWERE

16.1 MoRE

16.1.1 BORS
TERERLAIC 7 DL YL % > 20mg (96) K O*40mg (9%1)
ZHEREOHRS Uk, RE(UEOEM B RLH T
A—=ZELTOEBY TH-7Y

%5‘% Crax Trmax AUCo-int Tia
(ng/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+1,048.3|2.50 (1.5-3.0)|33,892.0+8,109.3 |12.8+1.3

(PHELREERZE. TnaldHRE (B/ME-FRAE))

16.1.2 R{E%S
BERAICT VLTI % 2 20mg (1241) K U40mg (12
Bl) =1H1E7HERO®RS Uz, KA RO MmEEH
BEIRGHEY CABBE TICERRBICEL., EF
HiF%m o7,

1.3 EYFNEF R

JILYILI Y ODEE20mME [5=T7])
T IIIHILE ODEE0mE [ I 7 7] &7 VN
$E20mgx. J U XA —N—{FEIc kD ENETNIGE (7
DNHIY v ELT0mE) BEKAASTFICHEAERE
R O#S5 OKTIRAZROKZ UTIRA) LCmsEs
REMFBELZREL, FoN/-EWEEIT A -5
(AUC. Cmax) 1ZDWT0%EHXEEIC THEHENT
1T o fzhER. log (0.80) ~log (1.25) O#ENT
HY . HHAOENZNREESHER SN,

16.
7



(1) OD#E20mg. KTHRA

HENTA—% SEINT R —F
AUCo-4 Crmax Tmax v
(ng - hr/mL) | (ng/mL) (hr) (hr)
TINHIE v
OD#£20mg  |17817.9+4198.3 |2133.3+401.4 |2.7+0.9|9.9%1.1
[r3i77]
27;;;/\55 19050.3+4403.7 |2459.8+417.0 (2.2+0.9 |10.1£1.0
(Mean+S.D.,n=30)
(ng/mL)
3000 o (Mean+5.D..n=30)
25001 11T [ —e— FPYULBILIODE20mME [T 7]
T o 7 IJLNEE20mg
20000
b i
1500 | ¢
[ ; I
<1000 || -5
500 *;“)’ s
0 % . . . . g\i\ib
0 3 6 9 12 24 48
B (hr)

(2) OD#£20mg. K7&UTHRA (7 YIL/\EE20mgl3 K THRA)

HEIST A =% BEINT A=
AUCo4 Chmax Trmax T
(ng - hr/mL) (ng/mL) (hr) (hr)
TINYIE
OD#E20mg 15744.0+3863.91891.7+412.8 [3.0+1.0(9.8%1.0
[r377]
Z);él//\ﬁ 16440.1+3686.1|2055.8+508.0 2.7+1.2|10.0£1.1
(Mean=S.D.,n=30)
(ng/mL) . N
3000 - (Mean+5.D..n=30)
—e— FUILYILTODF20mg [T =T 7]
2500 -+ 0= ZIILINEE20mg
Eﬂ 2000 F
8 ol b
& 1500 i :
E o i
1000 | 1
500 7 .
0 ” . . . . 5\'\%:.
0 3 6 9 12 24 48

B (hr)

MEEFEEIL FICAUC, CoaED)8T X =513, #iE
FH ORI, (KR ORIEE - REEORBEMICE -
TR DRENDH S,

(FZYIWYILI ~ODERIOmME =T 7 1)
T IVNYIY ODFEOmE [7 X7 7] &7 VNN
$E4A0mg%E . ZURF —N—FFEILL D ENENIEE (7
DN E v ELTA0mE) RS FICHE R
ERREO#S OKTRAZRO/KZ UTIRA) LTmsEs
REMFBREZREL. FoN-EWHRINT A -5
(AUC, Cmax) 122\ T0% EHEXEIEIC THEHET
AT o 7oAE R, log (0.80) ~log (1.25) Q&EHEAT
BV, TEH O EYENRSMESTER S N0,

(3) OD#E40mg. KTHRF

HERT A =4 BEINTA—H
AUCo4s Crax Tmax T
(ng - hr/mL)  |(ng/mL) (hr) (hr)
TINYIE
OD##40mg  32038.2£5389.5 [4156.3+697.4 |2.6+£0.9(9.8+1.0
[7r377]
ZE);;W\% 34108.8+5342.5|4532.4+775.7 12.2+1.0|10.0£1.0

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

(ng/mL)

6000 (Mean+S.D.,n=27)

s000L Tt —e— 7YYL VODER4OME [T=T 7]
PiT o= PIILNERA0ME

4000 | ¢ B
55 3/’ ; 1
§ 3000 S¢] |-
= 2000 |-
1000 [ . _
0 . . . . g\"\gb
0 3 6 9 12 24 48
B5R (hr)

(4) OD#40mg. K& U TIRA (7 YJIL/\§40mgl3 K THRA)

HENT A —% BEINTRA—4
AUCO*48 Cmax Tmax TL/Z
(ng - hr/mL) (ng/mL) (hr) (hr)
TINHILEY
OD#$#40mg  |33980.9+8196.2 [4173.6%£930.4 |2.8+1.2|10.2+1.1
[7r377]
I);g/“ﬁ 36862.6+8004.5 |4646.7+1006.3(2.7+1.210.2+1.1
(Mean+£S.D.,n=30)
(ng/mL)
6000 - (Mean#+S.D.,n=30)
5000 L T —e— FIYILTILYVODERI0ME [T=T 7]
LT o PYILNER4A0ME
4000 | ‘
m
=
03000 ;¢ R
~ 2000 §
1000 -]/ T
ol ‘ ‘ ‘ MS:-
0 3 6 9 12 24 48
B (hr)

MAEFREL FICAUC, CradFED/8T A —F 1%, #iEk
FORR, FRORIEIE - FEEORBEMICE -
TELZLAREPH 5.
16.2 ORUX
fEFRA (1261) 1C7 VLTIV Y »40mgk BEBEORE
L7zl REAEDCrnaxs AUCIHHEE NS Lz &
BLT, #hENn3.0%. 8.4%RD 1",
16.3 910
[“C] 72 H L% >»%0.3, 3, 30ug/mLEE T b
ICIRIIL 728, LI N L EARZARIZN.NTH 7 (in
vitro) ¥,
16.4 {Xa5
TYNYILY VIEBREBIC LD REIM-1T 12, .
CYP2COIZ K D REPIM-TT IcRE SN B, 2B, M-
[ RUOM-T DATIZBEOBEEEAEIREGEDORN
1/1,000C& > 7z (n vitro) >,
7 INHIILE ECYPIA2, CYP2B6. CYP2C8. CYP2C9.
CYP2C19, CYP2D6. CYP2EI} (FCYP3A4% fHE & 7,
CYP3AZFFE L -7z (in vitro) %
16.5 HEtt
RIS 7 VLTIV > 20mg (1261) K%U40mg (1241)
ZHIEI7THERER DS U7z K, #IE#R 52 5 168K/
iT@?E:Elt{zk@i’éﬁfkqﬂﬁﬁﬂﬁci%ﬂ%“ﬂlS.1%\ 14.6%
TH-o72Y
16.6 HEDNERZFTIDEE
16.6.1 BffrEREEEE
RADBREOREN R 25 MTESE (eGFR®
P15~ 305K O B RE R E E AR, 30 ~ 60K 3 D
HEEBREREEFLN. 60Dl LR ~ &E B ikaE
BEES]) ICT7 VUYL E 2 20mgE I H1ET7HK K
EROBG LR, RADER ~BEEBHERES &
B L CHREEEREREE OCrax, AUCIZENZE
N17.3%. 16.7%3E M0 L. 25 B B 1 B8 & 2 & D Crmax,
AUCIZZNZ1n8.9%. 39.3%EHL 7z,
F7o, MAOBRERE S SIEERE 2 REL
TRBRICB VLT, REETREEEE (220]) ZHEL
TEEEHKEESE (196) o T 7RMmEEREYRE
135.1~61.3%#EM L. EELTHERES (eGFR™
AISKR) (461 O~ T 7 B IMHEHEE) I EI1E51.0~
91.9%#EML 7Y, [9.2.1 2]
*1) BtEDeGFR (mL/min/1.73m?) =194XCr!-"x Age0-#7
ZHDeGFR (mL/min/1.73m?) =194X Cr ¥ x Age 0
%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)
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

A EGRBRES LR, WINLRE LEBEEDERED

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

17.1.4




19. B ICREY 2IBERHER

22.

*23.

—f#

=2

BT
BT

i3

=k

B2 . 7YY ILY  (Azilsartan)

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

7 ¢ CsHaN4Os

& :456.45

= -

CO,H

P

=

2043 O

A~ HEACOBREIIHEEEOMERTH %,
NN—IXFLT7ERTIRITBFRTL AT ) —
TR REIFITL L, T8 ) —)b (99.5) ITETIC
<L, KICIFEAEBT W,

(FPYIWHYILIVODERI0Mg =T 7))

10

0% (1088 (PTP) x10]

(FIIWHILI VODFE0mME [5=T7 7))

10

0%t [108E (PTP) x10]

(FIIWYILY ~ODEE4mg =T 7 1)

10
=

1)
2)

3)

12)
13)
14)
15)
16)
17)
18)
19)
20)
21)
22)
23)
24)

0%t [108E (PTP) x10]

ik

FIEBEIZ A « FERE2:. 2017 5 47 © 1353-1355.
BEREAWI ) BREERR AR SMEE 2021 ;
29 : 49-54.

T I v OIEYEREHEBSIED (7 Y ILINEE
201241 A 18HA&RE. HFEERHIE 2.7.6.3)

T INHINE v OEYEREHEBRSIED (7 P IVINEE
201241 A 18HA&RE. HFEERHEE 2.7.6.5)

HA 27 7 At - EW20REEERER (ODSE
20mg) BT &R (EHER

HARY 27 7 k&t - EYENRSEHER (ODSE
40mg) BT HER (HENERD

T VNI E v OEYEREHBIER (7 Y ILINEE
201241 H18HA&RR. HFBEERMIE 2.7.6.1)
TINTILEY > OEEREEICET 285 (7 Y ILNEE:
201241 B 18HA&GE. HFEERHIE 2.6.4.4)

T IV OREICET 5O (7 I IUNEE
201241 A 18HA&RE. HFEERHIE 2.6.4.1)
FINHILY v OREICET 2BEQ (7 IIINEE :
201241 A 18HA&RE. HFEERHEE 2.6.2.1)
BHEREERFICB T 2EYBEHEBERE (7Y
JNEE D 2012£E1 A 18H & FR. HEEERMEE 2.7.2.2.
2.7.6.16)

T INHIY L OERABEED (72 ILVEE 2012
F1AI8HARE. HFEERMIE 2.7.2.2, 2.7.6.30)
FFHERERRE R 125 1 2 BN RE BRI (7 2L \8E:
201241 H18H &R, HFEERMEE 2.7.6.17)

T INYINEY v OEYEREREERIED (7 D ILNEGE
20121 A 18HA&RE. HFEERHEE 2.7.6.15)

TN aF V=) E ORI EERRBERE (7N
$E 1 20124E1 H18H&RE. HREERMIE 2.7.6.18)
HARY 27 7 R &tt - EMENRSERER (ODSE
10mg) BT 2EHR (EHNERH

T INYIEY  OERABEED (72 NEE
FEIHI8HA. HFEERMIE 2.7.6.26)

T INHIEY  OERABERES (7 VI INEE
FEIHI8HA. HBERMIE 2.7.6.27)
TINYIEY v OERAEBRBED (7 2 ILNEE
FEIHISHAE. HAERMIE 2.7.6.28)

T INHIVEY v DERKRABBES (72 ILNEE
FE1AI8HAGE. HEERMIE 2.7.6.29)

T INHIY L DERKRABBES® (72 ILNEE
FIHI8HAR. HEERME 2.7.4.5)

T INYIEY L OERKRHABEED (72 IVNEE
F1AI8HARE. HFEERE 2.7.6.30)
TIULYIEY L OEBIER (7 Y ILNEE © 20124514
18H&GR. HFEBERHTE2.6.1)

TINYILY o OREEERICET 285 (7 D ILVEE:
201241 A 18HA&GE. HFEERHIE 2.6.2.2)
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HA#ER TERASHT ReEHR
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TEL 03-5833-5011

FAX 03-5833-5100
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