2024 £ 2 AfER (5 1 i)

DA EEES I EES
Ik BRAE 872149
BRhHEAR © 3 4F
MALERER R -EMEONAZICIVFERI L& #£10mg $£20mg $£40mg
%ﬁ.EAT1 l/t 709—7“|:| ‘yjj— HAERES | 30600AMX00066000 | 30600AMX00067000 | 30600AMX00068000
7*‘/“)[113“)[/9‘/%% BRFERIIE 2024 % 6 H 2024 % 6 H 2024 % 6 H
~Y ~
PIWIWNWI /8 10meglTCK
~Y ~
PIWINI /8 20meglTCK]
~Y ~
PINWIINI 2/ A0mglTCK]
AZILSARTAN Tablets [TCK]
LT T LT LT T TR TR T TR T U TR I U T U TUTRTEETET TR TR ETEETI LT IUERETEETI TR T TR R TR TR UETIUT TR R
2. B (ROBEICFRS LBV E) B 4 o L— e
2.1 FAIOHE R UBREOBEED 5 5 B B (mm) | E&me) Wjﬁ
2.2 R NITHIR LT W AR REE D & 54tk [9.5 2] ) POV — St
23 TURF LY I7TIIEBEZEEROBERKESE (72720, 20mg[ TCKJ AT VTR
fOBEEREBEEZIT>CHLRBIMEDT Y bu— ) LAEF L < 33 135 (BHRAD)
AROBEZKRL) [10.1 ] #
TN b — T4 VA
40mg[TCK]/ -7+ VTt
3. #8RL - MK 3.4 135 (Bl AD)
3.1 #8Rk
BR5E 4 BRI (1 $E74) IR 4. FMEENIFZIR
FUBKA. b RoF SIMELE
v7uav¥ilteia—
A, AUV IR — | N e
80. EEmEr ru| O MARUARE
FyFuiltiln— BE. RACETILTILE e LT 20mg % 1 H 1 EREO#
TIONYILEY V§E - . A ATFT) VBV 5352, B, F. ERICKVEFERET 25, 1 BRAE
10mg [TCKJ TINTNE 2 10me| 37 s e 7 a R SR AOme &4 3 TR )
O—Z, ZIVENY = & °
IFL, BILF & .
ZNY, HE="E 7. FENUHRAZEICEET 2FR
T oML IV AROBENREEE L, AR OS2 B HNT 5 &
. o LIz, 20mg £ D EFAEDSOMBLEET S L. (17,11
v7Suitila— Z ]
A, RY VIR — |k
80, EEMEL Fu i
Ly x raeLeLa—| o E§Bg$ﬁm&’?‘ ) o
20; rTCKJ/” FYLYFLY Y 20mg| A, AFT Y VBT S 8.1 BEMERICEDCDIT V., 50D2ENHobNEIENHS
& * “/’7@ < é?\x DT, mAE¥E. BEEOEBIEERZ LD B BET 2B
O—A, JLTV P MO z
IFL. BILF S FRIEREESC & ) o
gLy, = bk, 8.2 Ffral 24 BRI E LW ENEFE LW, TV IVF TV
SIvFoNary U I ZAEERAR SO BE L. MEBEOFMFPICL= -
ﬂ%ﬁﬁ%\tﬁn$ TrIFT Y ROMHEERIC L A2EERMER TN 2RI T
Yuvitina— L s
2Ry Y LA — b AlREED D B o
80, KEHE L Mo
P e *r7ueLelo—| 9 BEOEREETIBRSEICHT IR
40mg [TCKJ TINTLY > d0mg T ZTTY BTN 9.1 BHHE - BEESOBSBE
0lZ promry| 911 AAMBBRICEOSZBEENEAETEBIREEDSS
IFL, BILF Y, BE
;’bgﬁgigﬁfft WEERTEBRVEHN SN BERRE, ERILETSC
— Lo BIMIRMEBORBDPLRIKAEABEDETICL D EHICEHEE
3.2 HEIDMK PEESEEBENND S,
. st ¥ e 9.1.2 BAYUY AIEDEE
PEE  EEmm | BEom | BEmg | WY B LR O AL SN BARRE, ERLET ST
P Lo BAYTLIMERBESE2BZNDH 5.
TINHNY Vit — iy Fi, BHERZE, 32 PO LABROBRBSEICL D MBS
10mg[TCK/ . s ATV VY LENEL A RTVEE TR, MBS Y Y AMEICEET

BT &,



9.1.3 BIMEEEDNHZEE
BEOKRENSMMAAEZFIERIL., REZELSESB%
NrH 5,

9.1.4 BERFEEEIDES
BRE,»SBREZHRT 2L, BEICRST A &, &k
MEMETZ2EITBZNDI D 5. [11.1.2 BIE]

9.1.5 EFIBEEDEEEDS ZES

9.2 BikpEEERE

9.2.1 EERBHEEEE (eGFR 15mL/min/1.73m2 X&) D&
3EE
BEHE» /52 L. BETHEHIIRAITIREEE
IBET AL, BRELZBLSE2BZTNPH 5. MPEE
DOERENED SN, [16.6.1 ZHE]

9.2.2 MEHERPDES
BRE»5H%BE5%25BT 54, BEICRET AL, Ak
MEDERERITBENDNH S, [11.1.2 BHE]

9.3 FTikeEEEEE
e DT ERERRE R (Child-Pugh 93237 :7~9) T
M EED ERAMESNT WS, BRRE TR, ST
BERERE (Child-Pugh 9227 : 10LLE) 3stsnhT
Wiz, [16.6.2 ZR]

9.4 &hERe=HI HE

9.4.1 iKY DOTEEMEDH DL
HRLTWAZEMPBEINT 7V IO4 T v VEMBREE
A7 oF 7y I2ARERAZER L. BRE - it
BAOEE (BR4E, HE - i - BOEBRAE, %) PR
DOENEFPRESNTNB V.2,
FEOHEIHNE, REEOFES L ER L TARRS DN
B A EEICHE L, B LoARES L _EE S &K
ENBEEBIIOARBET S L, -, BEDPBRELZBEEICIE
WORBRHIBEICEET S &, [9.5 2]

(1) REBESHEBEICHEREL TWEWI E2ERT L&, &
Bl#EHy, HRELTWEWT &2 ERRICHERT 52 &,
BERICERAHBA L 2B AICE. BEsickESa2HIET 5
Z&s

(2) WOHBIBEIZDWT KA SHMAREICEFICHET S 2 &,
F/o, BEHLRBEISUHBET A &,

CEIRAFICARF 2 HA L7258 IR - iERICEEE K
ETIRINH B &

CHEHRAHE U DN BB EIE, P, ICHEYE
HET A&,

IR A ETE T A5 EYEEICHEKT S &,

9.5 1Hi®
ERIER L TWAH RO D 2 HICIZBE LN &,
BERICHESHEL-EEICE,. BEbIcEESEHIET 5L,
R R ORI T >V F 7 v v v I ZAFEREIIE T ~
VE T Uy VERBERIBER 2 RS SN BE TEIKBDE.
FaIR - HAEROIELT., HEROEME. BA2, &hYU AN
fE. BEBOEBAL R UFEKBIEICL S SRS NSO
i SEEEEOEE. MOBEEREDH S bNniz & OWEN
H5. [2.2. 9.4.1 BH]

9.6 EIw
BALEZWI ENZEE L, Ty O REEHNR ORI
ZEEEO®RST 5 &, 0.3mg/kg/ BU EOBTHERICES
RN ER® 5. 10mg/kg/ B ETHEEMOIEIAERD 5
nTtws,

9.7 INR
NRE AR E U7 BERRER IS L T LR,
9.8 &

BHE,» RGBT A2 CEBICRET S, —HICHE
EOBREIEFEE LLAVWESNTWVS, MEESSR 287
nobH 5,

10. #BE{EA

10.1 HARR HALBZELIL)

(WEREEEHICE
B9 258, 7272
L. fho B EIGE
{T-oTbaBIML
FEoarhra—)
HELIARDE
FHERL)

[2.3 ]

BiiAHEsShTna,

HAIZE fRRAER - FEEBHE W - fabER+
TURAFLY 72V EBSEER S, B L=V -7 IF T
faiE HEEE mHY LMY REEERPER

ST ELEMMEMED Y A7 | SNBEREENSH 5,

10.2 HAER HAICERTS T L)

HHRE

BRRER - BT E

W - fElEET

707 LARFFEF
FRF
AT T by
FUTLT LN
ISV U
710 7 LHERGE
TV LE

MEHY Y LEHF LR
THIEND B,

KB OFIVREATFO v
SWIEIERICE O A
URN SRRz pab il
THIEILL B,
fEBRE T R B e
BEDH D BE

FI PR R A
AR N
Mol AF
7Y RNE

[11.1.2 2]

KAl =D THRET
Ba. EEERER
TELBENNH B, K
AlorszEAED S
g 2 E EEYT
5T &,

PR B ER CI1aE % %
JTwaEHFICIL=
VEENTTELTWS
BENZL KEINVZE
LT,

TUAFLYTT
JVERIE

DTFTIYAFLYTT)
BIELOMFRIZIONT
X BB LS EER
WEHHTsNBBE
M5BT T &

TrIFTTY

BRERE. asU v

Loy -FUIATY
¥V REEER P ER
SNDHREEDH S,

22 A SR B E A L ME K OB I % 2
CIBENND 5,
UF L VFoLRENEC S| BRAEEICE TS F
BENFD %, 7 L DB IR AR S
N5,

JFEATOA NEHE | BEEERPETE T 5 2 |IEAT O NMEEHRER
25EEE| (NSAIDS) | & 235 % AN MENRIER =/ 9
AV RRY T BTARY TSI 0D
& GREEET SN
5, BEEAZEFHSE

DA B B o
BEREREDOH 2 BEF | JEAT O NEHRER
Tld. S ICBEBEN FloTuxyrs0vy
B9 rBENDH5. AEEEERICED. B
MREEMETT 2720 &

EZ5NTWA,

11. BIWERA

ROBUWERPHSDONDB I ENHZHD T, BEEZ+FITTV,
BENPROONIHEICRKREeHhIET 5% BT R AE 2T

5:&0

1.1 EXGEWER

1111 MEFE GRER)

. HE.

5HbNBHTENDH S,
1M.1.2 Y3y, KM, BFHER GHERHR)
W B, BREIEAREYH S DNBEICE. BSICETZ

WMEZ{TS

11.1.3 SUBEE (GEEARH)
11.1.4 §HYUDLME (BEEARH)

- BEEOBREZERE T 2 MEFESH

o [9.1.4, 9.2.2, 10.2 ]




11.1.5 FFEERE (SHEAH)
AST. ALT. v -GTP O LR %% 5 FieERENH 5 DN S
ZENBHB,

11.1.6 tERUERIRAE (SHEEREA)
AR, BiE CK E&. MR ORFIF 7oy ERE
BHobNIEEICE, wEERIEL, BULZABEZTO L.
RERURARIE I K 5 S EBREOREICERT S &,

11.2 Z0OEIER

0.1 ~ 5%k SEEENER

WEBE B, B, O
TEER 2R HFEWN
TR | TEE
REEE |MhH) s R MAR

[
THLEs N
A ALT. AST ©» &
i BUN, ZL7F=>0DER
Z DAt M CK _E&F I %

13. BER5
13.1 W&
T IONYILEY U ROREY M- T, BFICKDBRESNE L,

14. BRLDER

14.1 FRIHFOER
PTP AZDFEAFNIPTP ¥ — + 26 WO H L TIRAT 2 L5
"I B L, PTP ¥ — FORBRERICE D BLHAE D BB
ANFIAL, BICREAEZB I L CHRAREOEE L EIHEE
HHRITHIENDH D,

16. FEY)ENHEE

16.1 MoEE

16.1.1 BEOik5
TERERLAIC Y YL IL % > 20mg (9 f) KU 40mg (9 ) %
BEREOHS UzE, REEOEYBIREER/ ST X — 1321
TOELEBOTH-72%,

wEE Cmax Tmax AUCo-inf T2

= (ng/mL) (hr) (ng-hr/mL) (hr)
20mg (200014 4961| () |154758+44138] 13.2 % 1.4
domg (4707821083 (1 %20) [38920£81093] 12.8 + 1.3

(PAME L EERZE, Tmax EPRE (B/IME - BAHE))

16.1.2 RiEH”RS
BERAICT VLY Ly > 20mg (12 1) KU 40mg (12 )
Z 13 1E7 BEEOHRSE U, REEO mEEPEE 3%
GRE» 6 4 HREE TICERRBICEL, EBEEL» o729,

16.1.3 EYFNEIFEHER

(FIWHILI EE 10mg [TCK])
TINT LY U8 10mg [TCK] &7 YL N$E 10mg 2. 7
AL —=N—EICEDZENZENLIE (TILTLY L ELT
10mg) R ASFICHEERDEORS L CmEdh T 2Ly
Ly UEEERREL. BoN-BYFHENT X -4 (AUC,
Cmax) 122\ T 90% 18X MEIC TREEHENT 21T - 72 /5 R
log (0.80) ~ log (1.25) O#EANTH V. WHIOEMZEMR
EHARER SN Y,

HENT A= BENT X —4
AUCo - 4snr Cmax Tmax Tz
(ng-hr/mL) | (ng/mL) (hr) (hr)
Voo (TGRS A998 2 14407 115841 £ 2161 2.00 £ 0.77|9.60 = 0.79
Tomn” B8 o701 150188 128048 26538| 2.04 + 0.78|9.65 + 0.68

(Mean = S.D., n=28)

_3_

(ng/mL)
1800 -
.
% 1500 iT
100 | T
(s
7 iotd) -& 7YYL vEE10mg [TCK]
;I// 0o -0- 7 YUN$ELOmg
o 00 IR Mean+$.D.n=28
% N
)
4
-
b
B
o 6 12 18 24 30 36 42 48
i (hr)

(PIIWHILY EE 20mg [TCK])

TYNYILE U 20mg [TCK] &7 YU NEE 20mg 2. 7
OAF—=N—FICKDZNETN1EE (TINBILY L ELT
20mg) BER AR FICHEEREREORS L CmEEs 7 DLy
L VBEZRIEL. Soni-EYEE/INS X —% (AUC,
Cmax) 122\ T 90% 15 #H X A TREHENT 2 1T - 7/ 3.
log (0.80) ~log (1.25) Q#EHEANTH V. FWAIDEYZNE
EEPHER SN 9,

HENRTA—% ZENTA—Y
AUCo - agnr Cmax Tmax Ti2
(ng-hr/mL)| (ng/mL) (hr) (hr)
TIMGNE S5E | on
20mg [TCK 18,73543£4227.7812,383.99 £419.20{ 2.41 £+ 0.84|9.73 £ 0.98
Someg Y 89935430198 334830 £ 43418 2.55 + 0.959.62 + 0.72
(Mean * S.D., n=28)
(ng/mL)
3000 -
1 2500
s B
7 2000 }T - 7 Y)LHILY UEE20mg [TCK]
v ! -0- 7 YUNEE20mg
V1500 T

e 10 § Mean=S$.D.,n=28

T T T T T T T
0 6 12 18 24 30 36 42

48
i (hr)

(YWY sk 40mg [TCK])

T YNY LY VEE40mg [TCK] &7 YU NEE 40mg 2, 7
OAF—=N—FICLKDZNETN1IE (FTILTLY L ELT
40mg) BERMABFICEEREREORS L TIER T VLY
Ly VBEZHIEL, BonEYERE/ST X -4 (AUC,
Cmax) 122\ T 90% {5 HEX RIS TREMENT 21T - 1o R
log (0.80) ~ log (1.25) O#FANTH V. WAIOEMZHE
EENITERSI N7,

HEINTA—5 BEINT A =4
AUCo - agnr Cmax Tmax Ti2
(ng-hr/mL)| (ng/mL) (hr) (hr)
TIMFNEY 5 :
Aormg RG] | BETDL045| I £LIEH| 2.8 14 |9.62 % 095
7 T IVINEE
40mg 721192823137 14542.32£989.18| 2.3 £ 0.8 [9.64 = 0.90

(Mean + S.D., n=26)



(ng/mL)
6000
.
.
g 50001 !
i
% oo | T
4 1l
7 4000 o o T UL E4Omg [TCKI
)‘{/ i 1 -0~ 7 Y )LV5E40mg
3000 A Mean+S.D.,n=26

0 6; 1‘2 1;3 2‘4 36 3‘6 4‘2 48
R (hr)
MAEFEEN I AUC, Cmax HE0/87 X =413, #EED
BIR, AR OFRIEIL - BEASORBEFICL > TERSTEE
HrdH 5,
16.2 DRI
EERA2 BT VLTI Y >~ 40mg 2 BHEORS L7z,
REAED Cmaxy AUC IIMETHREG LB HEL T, Zh
ZNn 3.0%. 8.4% A L7z,
16.3
[“Cl 728y % 0.3, 3. 30 ug/mLEETE MIFEIC
BILBE WITNHEABERIL 99.5% TH - 7z (in vitro)?s
16.4 {3
T INHIY IBRREIC X O REY M1, £72. CYP2CI i
FORE M-TICRF NS, 2B, MIEOM- I AT 8
{EDOEEERIIRZEDK 1/1,000 TH -7z (in vitro) 10 1V,
7YY LY vid CYPIA2, CYP2B6. CYP2C8., CYP2CO,
CYP2C19. CYP2D6. CYP2EL K ©F CYP3A4 % fHZE +# 7,
CYP3A ##E L% > 72 (in vitro) 9
16.5 Hktt
ERBRAICT YVT Ly > 20mg (12 f) %0 40mg (12 fil)
%1 H1E7 HERERZORS L-E. PRS2 5 168 K
F COREAAED ZBRFHRIERIZZNEN 15.1%. 14.6% T
Hotc,
16.6 HEDERZEI DEE
16.6.1 BikeEEEEE
RADBKREDOEE N R 2EMEESRE (eGFR™Y 2515 ~
30 RHOEEETHAEREE 4 1. 30 ~ 60 RiFOHHFEZTH
REEE 1061, 60 Dl EOIEE ~BEEHEREE 8 41) 127
VLYY 20mg & 1 H 1 E7 HERERZORS L72R. K
ANDIEH ~BEBHERES KL CHREEBHREREED
Cmaxs AUCIZZENZN 17.3%. 16.7% N . =HEBKEERE
EEZED Cmaxs AUC IZZNZEN 8.9%. 39.3% HEinL 7z 12,
F7z. RAOBEHERELESSMEEERE 2R E LR
IZBWT, PEEEREERES Q226)) Ll CEEEKEE
BEE (196) o ~F 7RmEREYEE I 35.1 ~ 61.3%
U, EELBHAERES (eGFREY 2515 ki) 4 ok
5 7 R MAE PR 13 51.0 ~ 91.9% 81 L7 19, [9.2.1 BHE]
H1) BHD eGFR (mL/min/1.73m?) =194 X Crl® x
Age 027
2D eGFR (mL/min/1.73m?) =194 X Crto x
Age 7 X 0.739
16.6.2 FHH&EEfESEE
BRADEE ~ S E AR ER (Child-Pugh®2 22745
~ 6 DEREAEEREES S, 7 ~ 0 DhEETHEERES 8
Bl 516 61) ROBESA (166]) IC7 VLY A RE
VY IVEY & LT 40mg % 5 HERER O S U7z, K
ANEHE L TEREFEEERESE D Crnax X 7.7% B, AUC X
27.9% . FEEFBEREER O Craxs AUCIEZN TN
17.9%. 64.4% L7z W (FHEAT—4). [9.3 ZH]
H2) BULEY, 7ULT7 Iy, PT XU INR. FFHERGE. EK
FEDWREED S 2 27T 5545
F3) TYLYLY L OTO RSy A (ENRER)

16.6.3 StnE
REETERE (65 E 85T, 24 6l) ‘U EE#HE (18
RLLE A5 REIR, 24 60) 17 YV Y Ly > 40mg & 1 H 1 [H
5 HEIRERZOKRS LR, EiE D Cnae AUC (#IEHRE >
58HE) & FEmELHELTENEN 15.6%. 9.0% I
DL EAT—%),

16.7 ZYEEVER

16.7.1 Z)LaFV—IL
R (18 f) 12 7 L35V — )L (CYP2CO FHZEH]) 200mg
%1 H1EH7BEREZRSRTT VLTIV Y > 40mg % H[EHE
AfA#KE (7Lvary -5 7HE) LB, 7YL9L
8> ® Crmaxy AUC 13, BMIFER EHE L TZR2TN 14.1%.
42.1% L7z 10 (HEAT—%),

17. BRERAHE

17.1 BIERUREHE(CEET 2R

17.1.1 EASE 11858
BADTEXIZ T EARESMEESRE 2 HRICT VILTILY
& 1H1EI12BEBEOHRES L 77t AR EEMRILE
HEBOBRIZLTOEBD TH -7 17,
NI 7 EEMIEZLER ZWThoBREEICBVLWTL I,
A ERICHANERLENRD 517z (p < 0.0001 5 HAETE) -

b7 7 REEMIME (mmHg)

#5# | n AR e
HEHIE Zit®E | BEHIE Z{t&
7oK | 821008421 |-41£9.125 | 160.0 £ 7.66) ~82+ 14635

Y220 % %
10mg
Y220 % %
20mg
TYNFNE Y
40mg
HYTHNE Y
YLFEFIL| 82 [101.0 £4.40|-109£10.13%|159.6 £ 7.68 | - 183 £ 1588
8~12mg™?

83 1100.2+4.07 |- 108£7.76%7|158.5 + 6.96| - 176+ 14.20%

85 1101.5£4.72|-125+9.60{159.2 £ 6.71| - 20.5+ 1371

82 1100.4+4.14|-143+992]159.2+7.04|-22.2 £ 16.83

7 1) LOCF ¥ (Last observation carried forward %)
E2) ZELLTRELLRETH . MatEnN i hBBE Tl 2 0,
(1 H 11 8mg % 4:B& 12mg # &AM, & 12 AR#S)

¥E 3) n=80. *4) n=81

(FHME R RZE)
BIERRBFHEE X, 7YYL )% > 10mg # 58T 15.7%
(13/83 %) . 7 VL9 L% > 20mg 58T 16.5% (14/85 fi)
BOT7 VTN Y 2 A0mg #E5#T 13.4% (11/82 1) TéH->
7o EBIERIZ. 10mg 58 TRAP MG 3.6% (3/83 fl).
20mg HEHTEHED TV 2.4% (2/85 ) KT+ L7
FUARARFF -V 2.4% (2/85 ) TH -7z 17, [7. BHE]

17.1.2 EREIEHER

BAD I EXIT T EREESMEESREZNRICT VLT ILY
VEERIC T H 1| 20mg (8ERM) AU 40mg (8EM) @
16 EREHRE, XPICAHYTHLY Y Y LF T ILIEEREIC
8mg KU 12mg #Fl—MEIC TROKS U ZE 5 HsGE
DFERIILLTDEBOTH o719,
S T BEMMTEZLE (LOCF¥) &, 7YLT LY V5
B (n=311) IZBWTHBEON > FHLY Y Y LrtFILE
58 (n=309) ICHNBELEENFRD SN,

7B ST 7EEMMEORSEIE (MR / IHEE © FHE
HEREEE) X, TYLYLY SR (n=313) 13 100.3 +
4.26mmHg/160.0 £ 7.70mmHg. h>FHILy > Y LFtF
V58 (n=309) 1% 100.4 = 4.1 lmmHg/159.6 + 7.27mmHg
ThHoTzo



b7 7RI (mmHg)
iR JEARA g
R ‘ P L) P ‘ e 3EE2)
%5 8 I
TN Y
20mg —11.0+8.87 ~20 —19.9+14.30 —26
HYTHNE Y [—3.21,-0.69] [-4.62,-0.60]
YUFELFI|—-9.0£7.43 p=0.0024 |~ 173%1L75] p=0.0109
8mg
#5 16l R (Ffd Al
TINHNE Y
20 ~ 40mg |~ 12.4+£9.87 ~26 -21.8+15.30 — 44
hYTHNEY Y (—4.08,-1.22] [-6.53,—2.20]
YUFEFI|—9.8+£8.50 p=0.0003 |~ 17.5%1269| p<0.0001
8 ~ 12mg

H 1) Pl R
F2) BERIOMEER L = GRS R OBEGH M EHE L ZoT
EESHANT (FSBORBEAFHEORSHEZE O SEE
B [ 1 (WA 95% fEHEXR)
BWERFRFMEE I T VLYY V58T 7.3% (23/313 f)
TH ol EREWERIZ. T VY ILY BT REEENM 1.6%

(5/313 %) fEfutkd £ 1.6% (5/313 1) ROEFE D £

W 1.0% (3/313 %) TH-o7z1'%,

17.1.3 BNENEHR (RERSHR)
BAD T EXIGTEREESMEESRE (362 §]) 2HRICT
JNLHILE 210 ~ 40mg (10mg K VFME) 2 1 H 1\ 528
B OHR S, FMREER UL H L > 7 LHEHE & RS

L7z, WINHRELIBEERIB SN,

B EFFIRESEE 1. 10.8%(39/362 ) TH - 7z, ERBIWEMAIZ.
MERT 2.8% (10/362 ). ZEHED E W 2.5% (9/362 i)
K OB RERIGE 1.4% (5/362 ) TH o719

17.1.4 EAE MEER
BAOMEGMEERE 256]) 2/RICTIILHILY 2 20

~ 40mg (20mg &KV BIE) % 1 H 1 [ 8 EEHE RS L 725,
TRE LIZBEEIRPE S iz 20,

BIERFIRSEE X, 4.0% (1/2561) TH ol EEIERIZ.
ML EE A K EBE I 4.0% (1/25 1) RO ) w7 L8
4.0% (1/2561) TH-o7z2Y,

17.1.5 EMZE DEHKER
MADOBEEEZ S SMEERE (41 ) 2XRICTINHIL

%210 ~ 40mg (10mg L VBE) %1 B 1 [E 10 BB
B U-W. BELIEEDRPE SN 2,

BIfE A FISEE X, EEBERERE T 15. 8% (3/1941) RO
HEEZRERE T 18.2% (4/2241) ThH-o7/ze EHBUEA
FEEEREERE MRS 7 LEMS5.3% (1/19460). &HY
v L IMGE 5.3% (1/19 f5) R O'8E¥E 5.3% (1/19461) TH .
FEEBEERE CHEEREY 45% (1/22461). IMmFHY) 7L
BN 4.5% (1722 1), 58 4.5% (1/2261) FOizehits £
W4.5% (1/2241) TH-o7z2Y,

18. ERFIE

18.1 {EFREER
TIOVILE G T IFT 15471 (AT ZEE
IHEALTT YV Ty vy T EERL. EICZombnng
IEIER 2% 2 2 L I0 & » TAT A RMIMERTOETIC
K OBEEERZRT %,

18.2 AT ZB{RICK T BBEEEA
AT ZBEFEOEEZ BERENICHE L (IC E : 0.62
~ 2.6nmol/L). AT1 ZBED» 5 DRHIIBD THESH»TH -
7z (in vitro) W,

183 LIV -PUIAT VI VRICKRFTHE
R A (124]) 127 YLY Ly > 20mg %1 H 167 AR
BE U/, ML=V Mgy o5 v T ERER
OT7roF Ty TREDOEBMAPRD N Y,

18.4 BEESER
EIMERRFET v b (SHR) RUBEEEMLE (2K-1C) 1 X
TNTNHEFRE U7z, 24 R E CREERIZRR L7z 2,

19. BYRDICHAT B EENAR

—®jEEH : 7YYLy (Azilsartan)

{t % 4 : 2-Ethoxy-1-{[2'-(5-0x0-4,5-dihydro-1,2,
4-oxadiazol-3-yl)biphenyl-4-yllmethyl}-1H-
benzol[d]imidazole-7-carboxylic acid

G - C2sH20N4Os

1 456.45

#H P
N
B B

/_CH3

100 OQ

o= N
O

(6 R HEOREEITEREOHRTH %,
XH ) =R RBEIFIILL, T =)L (99.5) 12
BFIC L, KIZIFEAEBIT 50,

22. 9%

(FIIWHILI V8 10mg [TCK])
100 2 (10 %% (PTP) X 10)
500 $& (10 $E (PTP) x 50)
(FIIWYILI V8 20mg [TCK])
100 & (10 %€ (PTP) X 10)
500 #& (10 %E (PTP) x 50)
50088 (N, RUIFLUER)
(FIIWHILI ik 40mg [TCK])
100 $ (10 8E (PTP) X 10)
500 % (10 & (PTP) x 50)
50088 (NF, RUITFLUEER)

23. FEX#k

1) FEREh fth © FEEEHAES:. 2017 ; 47 : 1353-1355.

2) EEERH fih: BIRBEREARIZAMEE. 2021529
49-54,

3) TINYLY v OEYFHERBEBED (7 I ILIVEE:
20124 1 A 18 HA&R., HEERME 2.7.6.3)

4) TINTIILY OEDEREABRBED (7 VN IVEE:
2012 1 A 18 HARR. HiEEFHEE 2.7.6.5)

5) HNER : EYEOFESMEHE (58 10mg)

6) HNER : EYZOFESMEHE (58 20mg)

7) HNER  EMENFESEERER (5 40mg)

8) TIYNHILY L OEMENERBEEAED (7 VIV IVEE !
20124 1 A 18 HA&R. HHERMHIE 2.7.6.1)

9) TIYLYILYOEAMBEICEAT 25 (7 VILVEE:
20124 1 A 18 &R, HEERHIE 2.6.4.4)

10) 7IVLHLY > oORBICET 25O (7 I ILNHE:
201241 A 18 H&R. HFEERHE 2.6.4.1)

11) 7Ly > oRBICET 285Q (7 I IUNEE:
2012 1 A 18 HARR. HiEEFHEE 2.6.2.1)

12) BHEREBRZICBT2EMBERBRBIE (7 IV
20124 1 A 18 HA&GR. HE G 2.7.2.2, 2.7.6.16)

13) 7YNHLY v OBKABERED (7 VIV : 2012 F
1 A 18 HARR. HEERMIE 2.7.2.2, 2.7.6.30)



14) FHeEREZICB U 2 EMBRHBEE (7 VLV :

20124 1 A 18 HARR. HHEERIE 2.7.6.17)

15) Z7INHILY v OENEREHEBERED (7 2V ILVEE !

20124 1 A 18 HA&RR. HFEERMIE 2.7.6.15)

16) 7hary—LEoEMBEEERRERE (7238 :

2012 4F 1 A 18 HA&GR. HEERHEE 2.7.6.18)

17) 7INVHLY v OBKRABRED (7Y IWINEE !
1 B 18 H&ARR. HFEERMIE 2.7.6.26)

18) 7TIYNHLY v OBKABERER (7 VIWIVEE !
1 B 18 H&FR. HHEEMIE 2.7.6.27)

19) 7YNHLY L OEKRBRED (7 VIWVEE
1 B 18 H&FR. HFEEMIE 2.7.6.28)

20) TIUNYILY T OBKRRBEBES (72 ILVEE -
1 A 18 HAZR. HFEEMIE 2.7.6.29)

21) TIYNHNY L OEKREBERE® (7Y ILNEE !
1 A 18 HAGR. HiEERIE 2.7.4.5)

22) TIUNYINY L OBEKRBRBEBED (7N
1 A 18 HAGR. HFEERMIE 2.7.6.30)

2012 4

2012 %

2012 %

2012 %

2012 %

2012 £

23) TIYNLBILY COEBIER (7 VUNEE2012F 1 H

18 HA&FR. HFERIE 2.6.1)

24) TIYNYILEY L OREEFRICET 285 (7 Y ILIVEE -

20124 1 A 18 HAGR. HFHERMEE 2.6.2.2)

24. EFERERVBVEDEE
RE(CEHRNSH - 2R
T 921-8164 &IRiAR 3T H 406 #Hith
TEL 076-247-2132
FAX 076-247-5740

26. HERERESE
26.1 SLEHRFETT

@@ REAZERRNa#H
TH406

& RMAR3

& 2406 @



