6A05NY

* % 2026E3AET (BE5iR. AERUAERZR

% 20250F9HNET (BE4hR)

A T EiR
EXNEAR -

RHIXD
TR

PRAF
34

EI]:E]:E)

)

BAGREERIEES
872149

BEEAT. LESY—J0vh—
7 IIYILY VORISR

Z I ILI > 0Dsz 10mgior=77)
Z I >0Ds20mgi =77
Z I >0Ds40mgir=77

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

10mg 20mg 40mg
ASRES | 30500AMX00087000 | 30500AMX00088000 | 30500AMX00089000
E) ER-EMEOMFZEICIVERT S & AR7CRasE 2023%F6A 2023%F6H 2023%F6H
CNR)

2.

2.1
2.2
2.3

22 (ROBEICIFBRSLEBVT &)
ARAEND B UBBE D BEFERE D » % BE
IERSAIFIR LW ARTEEE 0 & 540t [9.5 28]
TURAF LY IV BIEZEESFOBRRES (7272
L. thoEEBREZToCHRBMENITY ha—)L
PELLAROEEZKRL)[10.1 2E]

3.1 #8mk

3. #ER% - R

H7E 4

7 YIIILE > OD
$E10mg [ 377

7 INHILEY > OD
#E20mg [ 37 7]

2% 0% Z0)))]
$E40mg [ 317 7]

BRIRLSY
(1%

TINYIEY v
10mg

TINHILEY v
20mg

TINYIEY v
40mg

Al

D-v>=hk—J.
JHAKRE R,
vt RroFy oy
Ltra—2z, #1
L7/ N
TonavyyFr7
v, v ud—)
6000, #% & & L
O—Z, A7 7Y
P2 S d i Sy
Ly BILFH .
oAy F Y
T LK. =2
Bibsk, BEO=_"
Bib#k. HiLFr
Nuaw, Zofh2
D%l

D-v>=hk—,
JuaARE K,
v RoFy o
Ltra—=A, #
BARM®. b
ToaysyFrS
. v ud—)
6000, #% & & L
O—RAx, A7 7Y
M-I S/
Ly BibFH
Yo hyrF Y
T LK. 22
Bk, HLF
Na v, o2
%2

D-v>=bF—J,
JUaARE R,
vt RraFr oy
Lto—2Z, %
BWoKkfM#m b
Fouaysrr7
v, wvrud—)v
6000, #% & & L
a—Z, AT7VY
P2 d i Sy
Ly BILFH
Yy h)F Y
T LIKFIY. EE
=TERbER. AL
FonNav. F0
2% 55

3.2 BFEID

IR

Hi7e s

7 YNHILE > OD
$E10mg [ 37 7]

7 YNHILE 2 OD
$E20mg (377

7 YNHILE 0D
$E40mg 3771

(2N

MERED
VRGN
d—7 4 VT8

WAREDOEFEAD D
VRGN

HEBEOHRAY D

ZAN
£ | =

[ERES

5.6mm

E

2.8mm

2B

72mg

143mg

184mg

EVIERE

TINYILY Y 10/

ODI0 7377

TINFIEY Y 20/
OD20 7377

TINFILEY > 40/

* %7,

OD40 7377

4. MEEX TR
RIMERE

* %6.
(BRI
YN

HERUHE

i)

BEE. BAIKIET VLTI v & LT20mgE 1 H ERROE
59%, 8. . BRICKDEEERT 52, [HREX
B581340mgs 3 %,

%k ok

WHE. oLl Eo/NRIZIE, TYLY LY V& L TRESOKRg
Rl 15 A 122.5mg. A ESOkghl 015 &135mgd1H1
EREORS D SMBT 5. 58, Fhb. (AE. ERICED
BEIERET 5, |Hm KBS &I3EEOkgRE D5 & I3
20mg. {RES0kgbl LD EIF40mgE T 5.

(7PN E »ODFEIOmE [ 27 7 1. 20mg [ 27 7 1)
UhR

WHE. 2R EOARBO/NEICIE, TILTFILY v ELT
0.1mg/kg (FK2.5mg) OIHIEFZEOREG > 5HBT 5.
2B, Fhe. AHE, ERICEVEEERT 25, IHEAH
58130.8mg/kg (F&A20mg) &9 %,
RERUHAZEICEEY 538

AT REIOEEZREER L. AAEHO T % E
BT AL LB, 20mgk VEAEY? S OB ER
T5E, [17.1.1 2]

8. EERLGEARNIE

8.1 BEERICESSOLE VN, 550X HobNLHIENDH
HDT. BEE. BEEOERSEEREZ LS B Z 20
THEIIIEESER &,

8.2 FATHIARIZHRE LW ENEF LV, T IFAT Y
vy I SBRERARS O EE L, RRECFERFICL
22T IFT Y ROMEERIC K 2 EE L K
REREIITHREEYTH 2.

9. HEDERZRIIBREICHT IR

9.1 SHIE - BIMEESENSG D EE

9.1.1 ﬁ%ﬂg%iﬂﬂmﬁ%@ﬁ%%ﬁﬂﬂ ECEHIRREDS

3

WREPCZELV SN SBaeRE., AR

F5Z &, BMREORD P ARRESBEDETICLD

SEICEMEEZFLSELBEINDIH S,

BAYY LMEDES

WREPCEZEZV SN DBaekE. EHIGE

2528, @A)V LMEZEESELBXENNH 5,

F/o. BRERE. IV PO UAROBERFEEICLD

MEA Y7 LAEFEL Z DRI WEETIE, MEHY Y

LMEICERT ST &,

9.1.3 RMEREENG D BE
BEORENMAKA2Z5 SR L, WEEZELSE
2BENDD D,

9.1.4 BEREFEEPDOEE
BERHE >R EZHBT 2L, HEIXKETHI &,
SELMEDETZECTBENIPH 5. [11.1.2 ]

9.1.5 ZEFBEIEDEITEDS 5 EE

9.2 BitaeEERE

9.2.1 EERBREREERE (eGFR 15mL/min/1.73m*KiE) D
5H3EE
BREY»HESZHML. BEITLIHEEHRLITO %
CHEIIKRETHZ L. BREZE(LSELBETNDDH
%o MHABED EANED SNz, [9.7.3.16.6.1 SH]

9.2.2 MEERPDERE
BHE,»oHREZMIAT 24 L, HEILKRET S &,
SHMEMEDEREZREITBENNFH 5, [11.1.2 ZH]

9.1.2



% 3k

% 3k

k%

9.3 FHikeElE=E2E

PEEOIFHAERERE (Chid-PughfEA37 1 7~9)
TMHRED LREPRMESNT V1D, BREETIE, SF
s REREERE (Child-Pughh¥2X 27 1 10BLE) &

AR ARV

o [16.6.2 ZHg]

9.4 &£iEREZE T BE

9.4.1 Wik I ZOTEEEDH DL
HRLTCWAZEPBENT 7T I T v Bl
FZHERI T > IVF T v v I ZEGERA Z2EH

L. IR - i RAOZE

(B4, JHE - i - BOE

BARA, FECE) »Ro s nifirfEsnTcnsgl?,
FAIOHEIZILE . REEOFEELERE L TRAIR
S0 ES 2 EEICHE L, 16R LOBRESEREE

kB2 &

SN256

WKORRETDHI &, 7o, B

SR BEZBEIBROTFRFRICEE TS L. [9.5

2]

(1) AAEEFBENICERL TCWEWT E2ERT 5T
Lo KEFERSHS, HIRLTW AW &2 EHRIC
FERT AT Lo HEFRITIIRAHIE L ZHE IR,
EBEbickSEdibd s &,

(2) MOBEIZOWT, KRFESHGBRICEZICHET
BHZE, T, BEFHLBREIISUHHAT A &,

CEIRPICKAIZ ER LB A, RE

S HERICE

BERITTIVATINH D &,

- BEARASHIBE U 72 U EED N B 55313

SEICHEKT B &
IR EEEY 2561, HARICHKT S L.

9.5 WEm

HER A ICH

IR SUIIEIR L C W BRI REE D & 2 I ICIIEES Lz w2
Lo BERICHEASHEL-BAICIE, BEb5ICRE52HIE
THZE, HRVAROKBICT VO FF vy v TEZEE
BHRAIIZT > V47> ¥ v ERBREER 25 s 1/
BETHEKEME. BE-HEROET, HiEROKIME.
BARR, &Y LME. BEOERAL K OEKEDE
12k B LRl s AR oG, ESEEEOEE. ok
FERENH SO EOREN DS, [2.2. 9.4.1 BE]

9.6 {7

BEALZWI EDPET L. Ty FORERKOEARIC
ARAEBREEORES 5 &, 0.3mg/kg/HU EOBECHi%
RICBELIVEDRD 51, 10mg/kg/H L ETHAEE IO
FIPRBDOSNT V2,

9.7 INR

9.7.1 (RHAEMKER.

AR, LR, 2RARMOL R

(EQENE:

8.8kg Rl D/NEZ MR E LI BRI EML T

eGFRA*30mL/min/1.73m*Kii & L < 13ER 2 F 1T T

WAHNREENRE U RRBRITFER L Tz,

BHEERUME A ) 7 AMEZERRS BRI S & /D

REOBMETIIBHREREZMED J N2 0. KT,

= RITIORRE (FEEL

Bi7K) D BEICARA

5 25e0MEN ) U AMEE LR SE S ATREED
HHMOEH I EFAT 2HEFERTHI & [9.2.10

BHE,SHEZHRY 274 LEEIRET S5 L.

—f%

ICBEOREIIFE LI LnEINTWVWD, MFEEEDIE

W,
9.7.2
[9.7.3 SH]
9.7.3
BikRe e
9.7.2, 10.2 ZH]
9.8 S
IHEBENDDH S,
10. #HE{ER

10.1 AR HALBWI L)

A%

ERARIER - SEETT IR

W - fElRE T

TYAFL YT TIVEE
=

FIUUVA
(BEREEFICHERT
B E. 1272 L. ftho
PEEIREEIT>Th 22
BlifiFOa> ha—)L
PELARDEE %
Br<o)
[2.3 ]

FERFCIE M ZE A, B
N RN i}
FERMEIMED ) 227
EMARESN TV 2,

L=Y-TrIVFT
2V REEER SR
SNDA[REEDH S,

10.2 HAEER (HACERTSZI L)

A%

HEARIER - SEESTE

W - fERE T

719 7 LREFERRAI
€T )77 b,
N)TLTL
LV U

DR iE |
Bbh) L%

[9.7.3%H]

MmiEH Y 7 LEN EF
THIENDH B

AKEOT7IVRATO Y
SIMINEIERICE D A
U LR 2 SR
FHIEILLD
fa b+ @RI B RE
[REDH 2 EE

[11.1.2 2]

FtRd 572 L, EET
5T &,

HHIEE R RAEIR - IEE T - fEERT
FII PR B A KEI 2D TGS 5 |FIREER TIaELZ
7t R, BE. BEFASER I TVWIEEIIELS
M) ZORAFTINTE2BENDH B, K| VIHEEDPTTELTWS
S BHlokSz2EREN S | BENEZL. KEINE

BLRLT .

TYAFL YT TIVEE

15

EREREE 80
77 L IRE K OV IfL
ARITBENDH
%, eGFRA”60mL/
min/1.73m*k i O B
HEERED » 5 BE N
DT IJVAFL T
BIEEOFAICDOVT
X BELESCOEELR
WIS N A EEE

Loy Yy VAT
>R EE AR
ENBHTREMELH B,

fREBETHT &,
TUIFT UL IBERERSE. S Y
BERIEEA] L [MURE fe OME I 7% 72
ZIBENND B,
DS NN UF I LRhEBENRI S| BRAECBTS)F
BENDYH 5, Y L OB ER S
na.
JER T U4 NEEERE | BERRPREET 5 2 |JEAT oA REERE
& (NSAIDs) ENH B, JEAN M ENLREA %
AV RRAY 5 EITAHTURY TS5
VOEREEET S
ZENS, BIEERZE
NS R e A Y] B =4 bab o)
%o
BHREREOH S EH | JEAT O A FHEHKHE
Tk, SHICBRES BRSO RY 75
EBltgrB2nDb|YUERBEEFERAICK
%o D, BMRE KT
HlzHEEISNTY
%o
1. BIWERA

WORWERNH6bND ENHHDT, BRETFIT
W, BEDPRO S NG EIC3HRE2HIEY 5% EEt) %

WBZITH T &,
1.1 EXGEIER
*11.1.1 MEMZE (

SEREANBA)

HE. OB, & W - BEFOBERZERE T 5I10E

HERENPGODNLENDH D, Tz,

PR B

G, TRIEz S BENERFEFSG-bNH I L

BH%,
1

1.3 2EEEE (
n

11.1.5 FFEERE (

SEREANBA)

A4 BAVD LI (BEEARH)

SEEEAEA)

[9.1.4,

.2 vavd, K FEbHK HEAH)
W B, BEEAEN S S bz HEIld,
ICEY) B ZITD C &

Eb5
9.2.2, 10.2 SH]

AST. ALT. v-GTPO ERZEZ 5 FkeEREE» H

S5hnsZ &

—_

BHo,

1.1.6 1&RBARIMRAE (SHEEAEA)

B, BB, CKER. MAKRORFIA oy
ERENHSDONIHZEICE, BEEFREL, %
WEZITD C Lo MBATRMMAEIC L 2 2B REDHE

EICERT 5
11.2 ZOfOEHER

&

0.1~5%K1i

SN

BHE

RE. WE. TOE

TR HFEWV

ERER |

AT

me AL ER, REER

HiLE: il

il 1

ALT, ASTO LR

Bl

BUN, JL7F =YD EF

Z Ot

MHCKER

13. BEKS
13.1 &

TINTILY U ECREYM-T1E. BITICKDBRESN

AQR

14. BREDER
14.1 ZEFIRZEEDE

xr
1=

14.1.1 PTPEEOZEANIPTPY — b2 5D L TIRAT %
EHOEET LI L, PTPY— FORERKICEK D, LS
AEPEBERBEARA L, BICI3ZEzH I L THER
MREOEELAMHEZHRET LI ENVH 5.




14.1.2 RANRZFO EICOE TR ZHESE 5 CHET 57
O, Kz UTIRARIEETH 2. F/o. KTRATSZ
EBLTE %,

14.1.3 KANIBE L ZORETIE, K LTRASERZNS

Eo

* %15. ZOMDER

15.2 FERRAREHERICE D < 5%

RS REARBHONES v MIT I ILEY AR
FYUINERY/ G T INYILY OREYIM-T % %
SEL-EMRBICBWT. £RTHP» 5 EKITHE TIH
1B S U7z iER, KEBRE (BROIBRE. FEEER
e, Mg, V2 3EE) . NERBIRO FE
BEIE. 455 1Bk B D BE R K OVD i 0 BE N EER B AR O R
HIEEMREO 5N, £/, £RI4E» S5EK2THE TIH
1EREO#%RS Lz R. EROABEZESRD 5hizd,

FD) TYLHALY DT a RSy Uk (BERFKRER

16. FEAEHRE
16.1 MARE

% %16.1.1 BERS
(BN
TR AT VLT IL % > 20mg (961) K U40mg (9f1)
ZHEEREOREG LR, RE(LEOEN B RREN IV
A—=F U TDEBYTH-72Y,
n Cmax Tmax AUCO inf TI/Z
BER | (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+1,048.3]2.50 (1.5-3.0) |33,892.0+8,109.3|12.8+1.3

(CFHE HRERZE. ToaldFRE (B/ME-RAHE))

(G
oLl LI ARmOSIMEERE I, TILYILY v
%A ES0kg R O B#E Tld5mg (3f1). {AES50kghl E
DOEETIEI0mg 3f) ZHEERFEO#KES LR KE
ﬂ:{f!id)%%%ﬁé?%/\":] A= FTDEBYTH-
725,

s Crnax Tmax AUCo-int Tz
(ng/mL) (h) (ng - h/mL) (h)
Smg |888.3£291.1 3.00 (2.1-3.0) |6,635.7%3,279.6|4.7+1.0
10mg [831.3+180.8 4.00(2.1-4.0)|7,433.3+1,227.5(6.1+0.7
(CPIME +1RERZE, TnoldHRE (B/ME-RKAE))
* %16.1.2 RIE”RS
(B

TEEERAIC 7 VLY L% > 20mg (12]) K TU40mg (12
fil) Z1E1E7HEEORS LR, REEO mEEF
BEIIRSHE,» S4ABBETICERREBICEL, BE
Hizmr 7%,

Uy

fERRAR A (5261) R UM% DL _E167% K i o 7 M AE R
& (4200) ro/doni-MmEERT VLGV VBET—
% (9925) =MW T REMEME BT 21T -7, 2
U EoRARMORIMEEREICT DLH LY 0.1~
0.8mg/kg. oLl EloARIGOBMEEEREFIC, T
WAL > % (R ESOkgR T O % T1E2.5~20mg. {&
H50kgll LD EEH TIE5~40mg % 1 H1E REROHS
LR OB EFEYSRRBITOMBRICEDSHE L
HMBREEN) ST XA =713, IROEBYTH-77,

2Ll B o A

= Cmax‘ss AUCT,SS
Bom " |(ng/mL) (ng - h/mL)
0.lmg/kg |9 461139 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 13°g)g gt 20,280
=) EIE
(EHfE + EEREE)
6% LL_E 1675 A
TRESOkg AR KES0kg bl E
= Cmax,ss AUCT,SS n = Cmax,ss AUCT.SS
BS58 n (ng/mL) |(ng-h/mL) B5% n (ng/mL) |(ng-h/mL)
2.5mg|22|348£120 |2,749£983 |5Smg |5 |434%151 |2,976%560
Smg |14|723£295 |5,668+2,252|10mg |4 |831%337 |5,555%787
10mg |5 |1,384%553 |12,156+3,708|20mg |3 |1,723%812 |11,857£590
1,274.8, 20,420, . N
20mg |2 2,562.0%0 |21,110%) 40mg (1 |4,480%) |25,050%"
L) fERIE
(PHlE L EERE)

16.1.3 E£PPHEFEHR

(FPIIWYILI VODEE20mMg [T 71)

TYNHILE L ODFE0mE [ 37 7] &7 VINEE
0mg%x. Z7aAF—N—IEILLDENETNIEE (7T
B E & LT20me) HEFRRA SIS ARERED
#5 OKCRAKUKZE LTIRA) L TmEEHRE(l
FREZRE L., BoNn-EMERE/F X —% (AUC,

Crmax) 12DV TR EFERMEIEIC THREHEIT 21T - 7z
3. log (0.80) ~log (1.25) O#EENTH V. M

Al OEMENRSEEI TR S N7Y,

(1) KTHRA
HEIST A =4 SEINT A —%
AUCo-4 Chmax Tmax Tz
(ng - h/mL) (ng/mL) (h) (h)
TINHILEY
OD#E20mg 17,817.9+4,198.312,133.3£401.4|2.7%£0.9 |9.9%+1.1
[7377]
;’gr‘;g’“‘ﬁ 19,050.3+4,403.7|2,459.8+ 417.0|2.240.9 |10.1+1.0
(91 + =¥, n=30)
(ng/mL)
3000 —e— TYLHILY L ODEE0mE [7 327 7]
| o= 7 Y VNEE20mg
2,500 - g
i T (Pl EERZE, n=30)
i b
#2000 1
B i
7 1,500 F © ‘
it / -
£ 1000} / <3
3 T -
500 14 s
0 / . . . . é\i\iﬁ
0 3 6 9 12 24 48
B (h)
(2) K& UTHRA (7 YIV/\EE20mgl3 K ChRA)
HFEIRT A —% BENTA—¥
AUCo4s Crax Trmax T2
(ng - h/mL) (ng/mL) (h) (h)
TINYIE
OD##20mg 15,744.0+£3,863.9(1,891.7+412.8(3.0£1.0 |9.8+1.0
[r377]
27(’);;1//\% 16,440.1+3,686.1|2,055.8+508.0(2.7+1.2 |10.0£1.1
(FH9ME = 15EER 2. n=30)
(ng/mL)
3,000 - —e— YLV LY L ODEE20mg [ 37 7]
@ 2500 - —-o-- 77j1z/\§%20mg
% (CEH1E + 5% Rz, n=30)
H 2,000 F ¢
Z ¥
£ 1500 F i =
2 1,000 -0 i
500 1
0 / . . . . 2\‘\%:.
0 3 6 9 12 24 48
FgfE (h)

(PIIWYILI ~ODgRImMg [5=T7 )
TYNHILE ODFEAOmMg [ X7 71 &7 VILNEE
A0mgz. ZORAA—N—FEICEDZENENIE (T
LHILE 2 & LT40mg) BRI BT HE B ERE D
#B5 OKTRAKROKZ LTRA) L ClEhRE(t
BRELZRE L. Bon-EMERE T 2 -+~ (AUC,
Crmax) 122V TI0%EHX ENEIC CTHETRNT 21T - 72
&, log (0.80) ~log (1.25) O#HENTH . M
Rl DL FE S SR S N,

(3) KTHRF

HERTA—Y BERTA—Y
AUCO*‘&S Cmax Tmax TL/Z
(ng - h/mlL) (ng/mL) (h) (h)
TINYILEY
OD§#40mg  |32,038.2+5,380.5|4,156.3%697.4/2.6£0.9 |9.8£1.0
[7r377]
Zé;é“\% 34,108.8+5,342.5|4,532.4%775.7|2.2+1.0 |10.0+ 1.0

(PigfE + ERZE. n=27)




(ng/mL)

6,000 - —e— 7 VLY LY L ODEEAOmE [4 37 7
- —-o-- 7 Y INEEAOmE
5000 F 1T
o T (PR, n=27)
#4000 | 70047
Gl 3,’0%‘ -
x TN
Z 3000 - oo LIS
it : ,
1§ , ‘
2,000
& i -
1,000 7 _
0 ‘ ‘ ‘ R
0 3 6 9 12 24 48
W (h)
(4) KEUTRA (7 YIL/\240mgld K THRA)
HEINT A =% BEINTA—%
AUC0748 Cmax Tmax TI/Z
(ng - h/mL) (ng/mL) (h) (h)
FONGILE Y
OD$#40mg  |33,980.9+8,196.2|4,173.6+930.4(2.8+1.2 [10.2+1.1
[r377]
Z)r‘;g”‘ﬁ 36,862.6=8,004.5|4,646.7+1,006.3|2.7£1.2 |10.2% 1.1
(F9E + 1E#FZE. n=30)
(ng/mL)
6,000 ¢ —e— TILHILY LOD§EAOmg [737 7]
_ —-o-- 7 YV NEEAOmg
500 117
o C T (PE SR, n=30)
44,000
o -
BN :
Z 3,000 | B
1t :

& 2000l &
2 ;

1,000 H]/

& \%\9\(@

0" 3 6 9 12 24 48
#f (h)

MEEFRENNICAUC, CoaxBED/8T A —5 1%, #ibk
FHOBIN, (RO AL - BEEOHBEMITE -
TELZLAREPH 5.
16.2 ORUN
EERLA (126]) 127 VUYL ¥ »40mg % BEFROKRS
L7zBE. RELADCrax. AUCIHIEE TG L&
LT, Th2Nn3.0%. 8.4%ED L7,
16.3 10
[“C] 729 L% >»#%0.3, 3. 30ug/mLEE T bl
WML 728, WENBEAZARIZN.5%TH -7 (in
vitro) W,
16.4 {3
TINYIY VIEBRREBICE D RMIM-1 12, iz,
CYP2COIZ & D REHIM-TT IcR# SN 3. 2B, M-
[ RUOM-T OATZBEROBEEFEERIERELEOLN
1/1,000C& -7z (n vitro) »%,
7 IINILE IZCYPIA2, CYP2B6. CYP2C8. CYP2C9.
CYP2C19, CYP2D6, CYP2E1% U’'CYP3A4% fHE & J,
CYP3AZFHE L7z (in vitro) ',
16.5 HEitt
ERERAICT VLTIV > 20mg (12451) K 0*40mg (1241)
ZIH1E7HMREZRORS LR, #1E# 50 5 1638
iT“@ﬂ%&"fEﬁi@iﬁﬁﬁﬂpﬁﬁﬁﬁli%ﬂ%‘ﬂw.1%\ 14.6%
TH-7%
16.6 FEDERZHI DEE
16.6.1 BiEEEEETRE
BRADBHEDREN R 2EMEERE (eGFR®
7315~ 305K 3 D B FE B R BB IR E A, 30 ~ 60K 3 D
FREEBREREZF6. 60Nl LD IER ~ B E B KA
BEESH) <7 VLYY 2 20mgZEIHIE7H MK
EREOBEG LR, KADER ~BEEBRERES &
HE L THEEBERERESE OCnaxe. AUCIEZENE
N17.3%. 16.7%IB 0 L. & B EE [E E & D Cmax
AUCIZZFNZN8.9%. 39.3%EM L7,
F7o. MAOBRERE 24O SMEERE 2 dREL
ERBRICB LT, REETREREE (22601) ZHEL
TEHEEHREREE (196) o bJ 7 RMEREYRE
1£35.1~61.3%HEM L. EELBHAERES (eGFR®
MISHKE) (A1) O - T 7 KFIHE Y 8 E1351.0~
01.9%HEM L 7=, [9.2.1 ZE]
F1) B#EDeGFR (mL/min/1.73m?) =194x Cr % x Age %7
ZHEDeGFR (mL/min/1.73m?) =194x Cr!-®x Age 02
%x0.739

16.6.2 FFEEEREEEE
RN DR ~ R TR REREE# (Child-Pugh™ 2
a7 W5~ 6D EEEFHEREREZIM. 7~90D TR
BEPREESM. Br16M) KOMERRRA (1661) <7 L
HILF 2R REY I & L C40meES5H IR ERD
BE U7, BERA B L TRERKERESED
Cmaxld7. 7% . AUCIZ27.9%HE hn. <5 E BT # e
[EEEH DCmaxs AUCIZZNZN17.9%. 64.4%3E 0L
7210 (SAEAT—%). [9.3 ZHE]
E2) ULy, 7T I, PTRIZINR, AFEERNEE. FE7K
SEDIREED & 2 T 7T 594
H3) TYLTLY o Ta RSy Sk (ERRERE)
=
BEZERE (65 LL L85 IR, 2461) R OIES ik
F (18 LL 4SRRI, 2461) 127 VL)L % »40mg
%151@55 FEﬁ&@%%DE%‘ L 7‘: ﬁ\ E%%@Cmax\
AUC (WE#E»58HE) &, FEFEmEF LHEL T
ZFNZN15.6%. 9.0%ED LY HEAT—%),
16.7 Z4MEE{ER
16.7.1 Z)LaFV—)u
R A (1861) 17 L3+ — )L (CYP2COFHE
Al) 200mg#z 1 H1E7HMREHRG RV T VLTI E >
A0mgx BEREOMFAZRS (7)LVarV—LE&E57HE)
L7z, 7YNLT LY 2 DCmaxe AUCIE, BIRIR SR
EHELTZENZN14. 1%, 42.1%8EMmL 7 (SLEA
T—%)
16.8 ZDft
TINLHIILY ODSEIOmg [ 7 7] E [EEVR
72 BB EMA O LM ZHNESEERET A N1 ]
ICEDE, 7YY ILY CODH0mg [73I7 7] #1iE
HEIF L Lz & &, BHZBEPEEZE SRS . EYE
HICRIZ E Az Sniz?,

17. BRIRREIE

17.1 BZMERUREMICAT 2 ER

17.1.1 EASE O 4B5ER
ERADIE S T EARESMEERE 2 /MRICT I
YLy oz IHIENZEMGEORS LI R EZ
BERHERBOHRIIUTOEBY TH- 7Y,
b S 7 BEMAMEZEST VT NOBSHICBVWT
LTI REEHICHANERAEEZIRED SN (p<
0.0001. XfHAERE) -

16.6.3

S R EMME (mmHg)
wE58 n [LERE IHERA

BEHiE | Z{tE BE5RIE |28
77w 82 11991:?1 ﬁé%lz*”) liég:ge fiézl.fﬁ””
FONTILY > 1002 108 [158.5 |-17.6
10mg +4.07  |+7.76% |£6.96 |+£14.20%
FOLTLE S g|I01.5  |12.5  [159.2  |-20.5
20mg 472 |£9.60 |£6.71  |+13.71
FONTILE > 1004 143 [159.2 |22
40mg +4.14  |+£9.92  |£7.04 |+16.83
NYFINE S S U[MI0L0 109 (196|183
FeFN8~12mg® (821440 |£10.13%9|+7.68 | £15.88%

1) LOCF# (Last observation carried forwardi%)
F2) BEE LUTRHELLETH D Rt 7z HESHREE T2 0, (1
H1E8mg % 4B U1 2mg 2 AR, EF12EM%S)
#3) n=80. #4) n=81
(P il + fEHe(R)
BIERFEBRHEE T 7YYLy vI0mgk 58 T
15.7% (13/83%). 7 Y L9 L % »20mgik 5 & T
16.5% (14/85() K O'7 VL5 L% o 40mgk 58T
13.4% (11/82f) Td >7-o ELRBIMEAIE. 10mgH
SRECIRPIMEHES.6% (3/83f1). 20mgt 58 TiZH)
HEDEN2.4% (2/8561) FOMF 7 LT F >V AAKF
F—EHENN2.4% (2/85(1) TH 7P, [7. 0]
EASE M +E5 R
BAD T EXIZTEREEGNEERE 2 HRICT Y
LHILE R ERICIEE20mg (8ER) & 040mg (8
EE) OFIGER®ZRSES, XFICH Y FTHLY Y T L
F L FIEEEIC8ME K U1 2mg % [Fl—FEIC TRO&
5 Hf::%‘é"lﬁtl:ﬁi%ﬁ%ﬁ@%ﬁ%tiﬂ?@ EBDTH-
7220,
b 7 EEMMEELE (LOCFE) & 7Y%
& U BE5R n=311) ZBWTRBREON VT LY
Y YU FEFILEER (n=309) ICHNERLENR
HHENTz,
"B NI TEEAMIEORSHEE (LR H/E
B PHELZEERZ) X 7L LY VERESR
(n=313) 1£100.3+4.26mmHg/160.0+7.70mmHg. 7
YTFYNY Y YLFeFIEER (n1=309) 1£100.4+
4. 11mmHg/159.6+7.27TmmHg T > 7z,

17.1.2



* %17.1.6

b5 7B EALIE (mmHg)
Eidon ico LRI I AEHA

ZILE® [EEED  |Z(EY [REEED
581 R
7RSI s 2 20mg |0 0 199 e

+8.87 +14.30

— — [-3.21,0.69) [-4.62,-0.60]

AYTHNE >y v1|-9.0 —0.0024 | 173 —0.0109
F+F)18mg +7.43 P +11.75 P
5 16ERE R (AL APl )
TINFLT Y 0~[124 |, 28 [,

N . : .
domg 2987 74 0g o102 1230 6 53,-0.0)
HYFIFLE Y Y L|9.8 o B JC T
FtFL8~2mg |+8.50 [P +12.69 [P

H1) FE i RE
H2) BEROMEER L = S EER S R OREE £ M EH E Lz T
BB (FREHORER A FHEOR SR EZE O SifEE
B [ ] TEI9S% S HEX M)
BIEASEBREEI T ILY LY VB 5B TT7.3%
(23/31361) TH o7z ERBHERIZ. TINLTLY >~
BECIMAFRERHENNL.6% (5/31361) . (RAitED F111.6%
(5/:)%13%) T OEE D F11.0% (3/31361) TH -
722,
EARSEIHERR (REAESHER)
FRAD 1 BEXIE T EARREESIERERE (36261) %Xt
RIZT VNHILY 10~40mg (10mgk D FtE) %#1H
1E52;E I BAE 48 5. FIRBEEAIIE AL > 7 Lt
A EPAZEE LB, WINHRE L EERY
Boniz?,
BIER R BSE I, 10.8% (39/362f) TH>7z0 F
HEIERE. MET2.8% (10/362f). FahiE o &
L\2.5%)(9/362WJ) KO ERBINEE] . 4% (5/362f1) T
Ho7?,
EAsE D855
RADMERMEFERSE (2561) Z6RICT ILYIL
% >20~40mg (20mgdk VU F%R) = 1H 1 [E8HE B #
B U7-B. RELIBEERIESNID,
BIERSIEE X, 4.0% (1/2561) T&H->7z. EH|
PEFRIE, MAPFLER K REESRIENNA.0% (1/2561) ‘RO
M) 7 L38004.0% (1/2561) T -> 7%,
17.1.5 EIRNEE MAEEER
MADZREELMHS BIEERE A1F) 2RRICT
JIIH LY »10~40mg (10mgdk V FfE) % 1H1EI0
BERRORE UzE, R LIZREMRPF o NP,
BIEFARBAE L, EETRESRE TI5.8% (3/1941)
ROHEESRERE TI8.2% (4/226]) TH ol
FaEERIEEEBRERE T A Y 7 L H05.3%
(1/1961). &A1Y 7 L MmEES.3% (1/1961) K& O EE
5.3% (1/1961) TH O, HEEBEERE CHEER
H4.5% (1/7226) 1A 7 LHEMN4.5% (1/2241)
TEE4.5% (1/22651) B OZEED F14.5% (1/2241)
TH-o712,
EASEIHERR (REARSHER)
ot DL LR AR O & I ERE R E (276]) 2xfRe L
EBESRBRICBVWT. TYLYILY VE(EEKg
DI_ESOkgA b o B T132.5~20mg (2.5mgdk v FE
L. BEEEFICEEY T, RAEECEES & WiGE
1&5mg. 10mg. 20mgd JETEHTICHEE), (kE
50kgll Lo B3 Tl135~40mg (Smgk VA L. BIE
BEEICHEY T, BEMEICHES 2 VI5EIE10mg.
20mg. 40mg? I T REHT I E) & 1H 1 [ES2E R
BOBE Uiz, MRIIUTOEBY Th oz, GEH
B (0~128) TEL= -TU YTV RIBE
BN OBREEIROR—BE - BRTOMAZ. 14
RS2 (12~52) Tl L= -7y VT2 o>
%Kﬂ)%%uﬁmB%E%@iﬁbﬂﬂtiﬁﬁ%%%%ﬁfﬁét L
728,
1) AEEFEMETIE [NEOMR - FEifsflmEEEEE (D
REDERIC B 2 EMEE S A KT 1 22012)] D95
JS—t vy A UK SRR MLE TR0 —t > & A
LR o
HBERE (2. 40 8. 120 164 20, 24 32, 40Ef%) JXIC
TS iz,

17.1.3

17.1.4

*2)

b 7 BEEAIME (mmHg) *V
LRI g

B E5HIE 72.0£13.43 125.7+£12.89

E(LE™

BE 12N (RS UK TI) |-13.9+13.24  |-12.4410.33

B G52 R (REHIE2H TH) |-10.9+13.23  |-10.0+11.47

E1) PafE R RE
#2) LOCFi#

BIMEFAFEBUARE L. 44.4% (12/27f) TH o720 FEik
BITEFIE 2B D £ \17.4% (2/2761) JBERET . 4% (2/27
Bl) ROBHEAERET. 4% (2/276]) TH-72%,

*%17.1.7 EASIEHR (REFIRSEHER)

UL ORI OBIMEEEE 9Fl) 2HHRELEE
I ERBRICBWVT, 7 YLF LY 2 %0.1~0.8mg/kg
[0.lmg/kg (FK2.5mg) X VBAA L. BEEEC
FEYT. AAEICHED 2 WISEE120.2mg/kg (R
5mg). 0.4mg/kg (FK10mg). 0.8mg/kg (Fk20mg)
DIETEREMICHEE] 1 HIBSLARMZEORS L. &
RFLUTOEBYTH o7 BB~ 12ETIEL = -
TIF T2y v RBEREDANOEESEIF ORI —HE -
RETopRZ. BEHR~2EATIEL= -7 V% T
‘/7V%KH%%LXG’W)K%E%@iﬁhﬂlbiﬁ%%%%ﬂﬁ%
Lz,
ED) AEEEMETIE VNEOMR - FEip R EREEE (5%
R DEELE NI/ NRHOEBOBIMRE & EWBREN
A RTA > (2018FHETH) 1] D95/8—+ > & 1 LA,
TR ILE TIZ90/ S — & > 7 A LA

kT 7B EMME (mmHg) #)
HREREH I HE R
B 5 RifE 67.7+5.48 111.0£7.63
Eﬂ:%&ﬂ
512588 -10.9+11.04  |-8.0+6.73
H552E 1S -14.8+8.39  |-10.9+8.30
E1) FHE R
#2) LOCFi%
FEIERE. SEEEELLL% (1/96) Th-77,
18. FZhEIE
18.1 {EFRE

TINGLY YR TyIFF 018471 (AT) %
BARICREAELTT o IFF oy v D EHRL, FICZFD
AR MEEER 2G5 Ik > TET KM
MEREFOBETIC K VBEEERAZRTY,

18.2 AT'SBFICH T ZEE/EA

b FATIZ B RO TEE 2 BERENICIHE U (IC%{E:0.62

~2.6nmol/L). ATIZBMED 6 DFEIIHD THESH» T

o7 (in vitro) ¥,

VZU-POIFT VI VRICRIFTHE

A (1261) 127 Y IIL¥ L% >20megz B 1E7H

BE U, ML= UEE W74 7 001

BERVYTVIFT Yy TEEOEMMPERD 5720,

18.4 [RE{ER
BMEERRES v b (SHR) ROBMESME (2K-1C)
A XCFNFNHERES L/~ K, 24RR% F CREER
W L 72,

19. B ICET BEBLEMAR

—fREZHR - 7Y ILE >~ (Azilsartan)

{e%: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

313 CsHaN4Os

S8 456.45

bt

18.3

CO,H

&)

PR : 7 YLT LY VIZEE~HE A O TS
DR TH B NN—IAF LT T I RICHE
T3, XY= NIZRRBITICLL, ¥ ) —
JU (99.5) IZEFICL L, KIZIZEA BT 20,

% %21, RSB

EHG Y R 7 EMEE 2 HFED b, BUNCERKET S L.
ax
(FIYIWHILI ~ODEEI0ME [5=T 7))

1008 (108 (PTP) x10]
(ZPINWYILIODE20mMg =T 7]

1008 [1082 (PTP) x10]
(ZPIIWYILTIODEEIOMg [T5=T 7]

1008¢ [108€ (PTP) X10]

22.



% %23, FEER

1)
2)

15)
16)
17)
18)
19)
20)
21)
22)
23)
24)
25)
26)
27)
28)
29)

FAIEREAE fth © EPEHAEZ:. 2017 ; 47 @ 1353-1355.
ERERME fi IR SERHR AR AMEE 2021529 ¢
49-54,

TN v OIEEREERBERE (7 2L/
WKL : 20215E0H27TH AR, HFEEREE 2.6.6.6)

T I Y v OEYEREHEBEED (7 VILVEE
2012£E1 A 18H %GR, HEERHEE 2.7.6.3)

T INYILEY Y OEYERERBREED (7 Y ILNEE/
BERT 0 202149 H27THAGE. HEEERMIE 2.7.6.4)
TINYNY v OEYEREHEEES (7 VILNEE
2012551 A 18H &R, HFEERMEE 2.7.6.5)

T INFIEY  OREREEREENT (T 2L/
BERT 20248 A28 HA&GE . BEMES)

HA 27 7 A&t - E20RESEERER (ODIE
20mg) RS A&k (HNEER

HA 27 7 kA St - E20RESEERR (ODIE
40mg) BT BER (RNERH

T I Y v OEYEREHBEED (7 VILNEE
2012FF1 A 1I8H %GR, HFBERHEE 2.7.6.1)
TINHLEY OEEBEICET 285 (7 VILNEE:
2012£E1 A 18H %GR, HFBRHEE 2.6.4.4)
TN Y v OREICET 2#EO (7 IIINEE:
2012£E1 A 18H %GR, HEBERHIE 2.6.4.1)
TINYLY ORBFICET HHEQ (7 VIINEE
2012251 A 18H &R, HFERHEE 2.6.2.1)
BEHRERETEZ B 2R HEHEEE (721
JNEE D 2012FE1 HI8H &R, HEEBERMEE 2.7.2.2,
2.7.6.16)

T INYIY v OERRBRESED (72 ILVEE 2012
FEIHI8HAR., HFEERMIE 2.7.2.2, 2.7.6.30)
FFEEERRER 1B ) 2 B RERAGE (7 Y LNEE:
201251 A 18H&GR. HFFERHEE 2.7.6.17)

T INYIEY v ORMEERBEEED (7 2N -
201251 A18H &R, HFERHEE 2.7.6.15)
TNaAF =L EOEYIHEERRBRBIE (7 YN
$E 1 20124E1 H18H &R, HFEERMIE 2.7.6.18)
HAR 27 7 A aH - EM20RESEERER (ODIE
10mg) BT 2 &R (HHEHRD)

T INHILY  OEERBREBEEREDQ (7Y ILNEE 2012
FIHI8HAR. HFEERMIE 2.7.6.26)

T YNV » OERRBBIES (7 Y ILVEE 2012
F1HI8HAR. HEERMIE 2.7.6.27)

T INHILY Y OERBABERED (72 LNEE 2012
F1HISHAR. HEERMIE 2.7.6.28)

T INHILY Y OERBRBERES (7 2 ILNEE 2012
F1HISHAR. HFERMIE 2.7.6.29)

T INTILEY v OERABRBAE® (7 IV NEE © 2012
FEIHISHAR. HFEERMIE 2.7.4.5)

7 INHILY L OEERBREEERED (72 ILNEE 2012
FE1HISHAR. HFEERMIE 2.7.6.30)

T INYILE v OEERRERBAE® (7 2V $E/FhI -
20215F9 A 27T H AR REE BRI 2.7.3.2.2.7.6.10)
T INTINY v OEERABEED (7 IV §E/FERL
202458 A28 H &R . BEMES)

TIONYIEY v OEBIER (7 Y IL/NEE : 20124E1 A
18H &R, HFBERHIEE 2.6.1)

FINHINEY o OREEERICET 285 (7 Y ILNEE:
201251 A 18H %GR, HFBRHEE 2.6.2.2)

* %24, MEREERAERURELSOEE
AASEGE TERREH ZHRLEHER
/BRI T 7N —TF < T OHEH%KE
T101-0032 HEETFREXAERI2T H2E3S
TEL 03-5833-5011 FAX 03-5833-5100

26. BLERFREES
26.1 BHEHRSETT

BATI77HA S

RRETRHEXEERE2T B2-3

26.2 BR5EIT

BAZERIEKASH
ERBTFREREAI2TH2-3



