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HE. 08 & W BEEOBRCERE T 2 MEFENFH 5
bNBIENDH B,
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B AIC T VL8 > 20mg (96) & U'40mg (91) % BEHE %5 L 72
B, SRE(LEOBEMBRELN/ST X —FIEUTDEB D TH - 729,

o Cmax Tmax AUCo-inf Tz
(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

(PHE £ MRS, Tmax |3 R E (B ME-RKE))
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—N—=FEIC KD ENENIEE (T VI Y > & LT20mg) A S T2
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TEX IR CRETRRIT 21T - 72468 10g(0.80) ~log(1.25) DEFHN T
0. WBFHOEMENRSE SR S N,



(1) OD§&20mg. K THRFA
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R (hr)
HEISTA—F BEINTA—F
AUCo-4 Cmax Tmax Tia
(ng - hr/mL) (ng/mL) (hr) (hr)
T7IINFILE OD
§20mgl 7 =LY ) 17817.9+£4198.3|2133.3+401.4|2.7%£0.9 1 9.9%+1.1
7 YL N§E20mg | 19050.3+4403.7|2459.8+417.012.24+0.9|10.1%1.0

(Mean=+S.D.,n=30)

(2) OD#E20mg. K74 U THRA (7 2 IL/\EE20mgld K THRAE)
(ng/mL)
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0 3 6 9 12 24 48
R f (hr)
HENT A =4 BEINT A—H
AUCo-s Cmax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)
7Y IHILE > OD
§20mgl 7 =L ) 15744.0+3863.9|1891.7+412.8|3.0+1.0|9.8+1.0
7 YL NEE20mg | 16440.1+3686.1(2055.84508.0 | 2.741.2]10.0%1.1

(Mean=+S.D.,n=30)

MEEFEELCICAUC, CmaxZED 8T 4 —7 13, #EEOBIR, (AK
OFREUEIE - BEEOHBRMFIC L > CTRR 2 RN H 5,
FIIWHILT VODEEIOMEI 7 TILE V]
7 YNV LY ODEEOmME[ 7 = LBV | &7 VI NEEOmgE . 7 1 AT
—N—HEICE D ERBNE(T VLT ILY & LTA0me) BERASFIC
M ERHEEREOHRS OKCIRAKUKE UTIRA) U CiEfRRE AR E
ZRE L. BONTEMERE/CT X -~ (AUC, Cmax)IZDWTI0%IE
FEX A S CIRETARAT 247 o 7468 10g(0.80) ~log(1.25) 0HIFENTH
0. WEEHOENFHRSEI TR S Nz,
(3) OD§z40mg. K THRA

(ng/mL)
6000 r
—o— 7 I )Y »ODFE40mg[ 7oLt ]
-0~ 7 V)LN$E4A0mg
5000 Mean#S.D., n=27
4000
i
#
#3000 -
]
i3
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g T
0 3 6 9 12 24 48
B¢ (hr)
HENRT A =% BEINT A—H
AUCo-48 Cmax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
TIINHIE OD
+ + + +
$240mgl 7 = LY | 32038.245389.5|4156.3+697.4|2.6+£0.9|9.8%1.0
7 Y ILN§E40mg | 34108.8+5342.5|4532.4+775.72.2+1.010.0£1.0

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

(4) OD£#40mg. K7 U THRA (77 V)L /\E40mgId K THRA)
(ng/mL)

6000 r
o~ 7 I )L )LE > ODHEA0mg[ 7z )L |
—0— 7 Y NEE40mg
5000 ¢ Mean#5.D., n=30
4000 F
i
i
13000 +
A
:4
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N | e e LR
0 3 6 9 12 24 48
i (hr)
HIEINTGA =% BENRT A4
AUCo-4 Cmax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
7INYILE OD
$£40mgl 7 = LE > | 33980.9+8196.2|4173.6+£930.4 | 2.8+1.2 [10.2+1.1
7 T ILN$E40mg | 36862.6+8004.5]4646.7+1006.3]2.7+1.2110.2+1.1

(Mean+S.D.,n=30)

MEEEEN MICAUC, CmaxZn/ 85 X — 413, #EE ORIR, £k
OFEEL - BESORBEMFICE > TR IAHRESH 5.

16.2 ORUR
TEEERA (1260) 127 YILH Ly > 40mg % BBEOHRS UK, REMME
DOCmax, AUCIZHERTHREG LB E B LT, Th2Nn3.0%. 8.4%iR
b,

16.3 910
[“Cl7YNYILE > #0.3, 3. 30ug/mLEE T b IEEICTRN L /-,
VWINHEARBARIZ9.5%TH - 7= (in vitro)?.

16.4 X35
T INY LY GRS K D RBIIM-TIC, F£7-. CYP2CoIZ & 0 R
PM-TICR#E NS, 2B M- IKUM-TOATZAEGROBEEER TR
ZEALED#I1/1,000TdH - 7= (in vitro)*'0,
7YY ILE »IZCYPIA2, CYP2B6. CYP2C8. CYP2C9. CYP2CI9.
CYP2D6, CYP2EIRUCYP3A4%HEE T, CYPIAZFE L 5 o7z
(in vitro)?.

16.5 HEitth
TR 7 P ILH L% > 20mg (1241) & 0*40mg (1241) % 1 B 1[E7 H X
ERORE Lz, FEHRS D 51688/ £ TORE(ED RRER Pk
RIFZNENI5. 1% 14.6%TH -7

16.6 HEDEREHIDEE

16.6.1 Bi¥EREEEE
A DB HEEDTEE AR 72 5 &I TRE B (eGFR™V 2815~ 30K D H &
B REREE A, 30~ 60KTHDO FEEBKEERER10F6]. 600l EOEH
~ B EESH) 17 VLY IL Y > 20mg x| H1E7 H b S AERE O#
U7 BAOLEE ~BEBRERESE LKL ChEEBHRERES
DCmax. AUCIZZNENIT.3%. 16.7%8E L, EEBSHEERESD
Cmax. AUCIZZNZ18.9%. 39.3%#h0L 7'V,
F7o. BRAOBHEEERE % (£ B TERE 2R E LAt BRICB LT, F
HEBHAERER (226]) & i L CEEBHRAERES (196)) 0 b 5 7B
FRERT IR 1335.1~61 . 3% L BB 7 B kAR (eGFR™V A8 155K 1)
(41 O b = 7 B I A SR R 1351 .0~ 91. 9% H L 7212, [9.2.1%H8]
1) BHEDeGFR (mL/min/1.73m?) =194 X Cr - X Age -7

ZMEDeGFR (mL/min/1.73m?) =194 X Cr -2 x Age 0-#7x(.739

16.6.2 FTHEEEEEE
B DEEFE ~ P BT E# (Child-Pugh™ 2 2 7 755~ 6D E T
WREFREH A, 7~9D P ST EAERESSF. FT1661) R OB A (16
BDICTINH LY A RFY IV E L T40mg#SHBERERORS L
7o, BERRLA & B L CREFEERES OCmaxid7. 7% mH4 . AUC
1227 9%, PEERFEERESOCmax. AUCIEZNZNIT7.9%.
64. 4% L7z (HEANT—%). [9.3508]
H2)EV LY, 7Ty, PTXUZINR, FFEERGE. BEZKEDREE D

5Aa7{td 58

W) T IUNYIY o OTu KTy TR (ENERER)

16.6.3 SitnE
R 72 i (5% DL E8SHELUR . 2461) R U= i (187% LI E45R LU
2460127 VNVH LY 40mgZ I H1ESH B RIERORS L, S
OCmax. AUC(WIEI#HEY» 58HE) X, mmELBLTCZAETI
15.6%- 9.0%EAD L7z WEATF—%)0

16.7 EYMEE(ER

16.7.1 Z)LaFV—=)b
TEEERA (1861) 12 7 L a5 — )L (CYP2CORREA) 200mg % 1 H 1[=7 H
REHBEGRT I NY LY A0mgx BEROMAZS (7 Va3V — L
57HB) L7z, 7Y LY L% > OCmax. AUCIE, BIRIRER & g
LTENZNIL. 1%, 42.1%EmML 7Y BEAT—%).

16.8 Zfth

P IIWHILI VODEI0mg[ T TILE V]
TIILHILE ODSEIOmgl 7 LYV ik, [BENEZ 3 EOEF
BlOAEMENRSEERBHN A RS54V ICEIE, 7YLTILY 2 ODE
20mgl7 2 LYy | ZiEsIHE e Ul & &, EHERICE D S EMREMIC
F%E Ak anszlo,



17. ERIRRE

17.1 BHERUTRLEICRET B5HER

17.1.1 ERSE 11855R
BRADIE L T EAREEESNEESSEZ0RICT VLTIV »Z1HIE
12ERRO#RE L 77 e AR EEMEEGRBEOBRIILI T EBD
TH-7217,
b5 7RG EZ LB IR WT NOBRESRICBVL T 7T REERIC
HRERGEZIRD 5172 (p<0.0001. HE) o

k5 7 B EEALIfLE (mmHg)
K58 n HLERHH I kEEA
5 RIE (0= 5 HIE X (%=

FoER |82]100.8+4.21| —4.1=9.125 |160.0+7.66|—8.2 +14.635

TINYILE #3) 3)
. 831100.224.07| —10.8+7.76% | 158.5%6.96 | —17.6214.20°
>10mg

TININT Nes101.524.72| —12.529.60 |159.2%6.71| —20.5%13.71
>20mg

TININE Ny 1100.4+4.14| —14.3£9.92 |159.247.04| —22.2+16.83
>40mg

STV

S L%t F L8 |82]101.044.40|—10.9+10.13%9| 159.6+7.68 | —18.3+15.88%"
~12mg&2)

1) LOCFi# (Last observation carried forwardi)

H2)SEL L THRELLBETHD ., MEtEN 2 BRI R V. (1H]
[E8mg % 4B K% ' 12mg 2 B, 5H2E/HES)

#3)n=80. F4)n=81

(P18 + 28R )

BIfERRBSEE X, 7YYL % > 10mgik 58 T15.7% (13/8301). 7
VBV E 2 20mgt 5B T16.5% (14/8561) R UV 7 VL L% »40mgtk s
BET13.4%(11/8261) Tdp - 720 ELEIEMAIX. 10mgH 58 ¢ RHMF5HE
3.6%(3/83f1) . 20mgf 58 TIREITED F112.4% (2/8561) KU MH 7 L7
F U ARRRF S —EHIN2.4% (2/8501) TH o 7= [7. 5]

17.1.2 ERE MR
A T EXIE 1 EREESMEERE 2 HRICT INT LY U BERIC
1 H1[E20mg (8i8) & 040mg (8iE ) O FFH6GE 5. LT H > 79
5y YL FEFUEGEICSmg R U 2mg % F—RIEIC TROKS L=
EERKBHRBOBERIIUTOEBY TH -7,
b5 7B EEAL I EZE LR (LOCFE) & 7 YNVYILY V58 (n=311) 2
BOWTHEBEHEON Y THILY > ¥ LFEFILESR (n=309) ICLNER
BENRD NI,
B b7 7 REEEALILE O RS HTE GRRE/PGER © PEE R
E)E. TYLYILY U E5E (n=313)12100.3+4.26mmHg/160.0+
7.70mmHg. #>FHILY Y YLt FILHEESE (n=309)13100.4+
4.11lmmHg/159.6+7.27mmHg T# - 7z

k5 7 B EEALIME (mmHg)
"5 LR I
ZE{LEE) ‘ PERY D) (L EE) ‘ LR E)
B 58 AR
7 INYILY
> 20mg —11.0£8.87 20 —19.9+14.30 26
AYTHINE [—3.21,—0.69] [—4.62,—0.60]
YLFEFIL | —9.0£7.43 p=0.0024 —17.3x11.75| p=0.0109
8mg
5 1638 R 1 (& AT )
R R %4
> 20~40mg —12.4+9.87 26 —21.8+15.30 44
NYTHINE [—4.08,—1.22] [—6.53,—2.20]
YU FEFILE | —9.84+8.50 p=0.0003 —17.5+12.69| p<0.0001
~12mg
1) P E + R

F2)REHIOMEER L = P EEX D RORESRZ M ER & L ZTiRES
AT (EREBRORBEAFHEOBRSHMZOSMEME. [ 113
T {HI95%(E #EX )

BIERAEBSEE X T DT IV VR ERETT7.3% (23/313F) Th -7z, £
REIWERIZ. 7YYLy EECIIARRERENNL . 6% (5/313f4) . {AAr1ED
F1.6% (5/3131) R OVFE D F111.0% (3/3136]) T - 7219,

17.1.3 EREIEHER (REFRSHER)
FRAD 1 UG T B AR RE M I FEAE R (36251) 2 0t RIC T VL L4 10
~40mg (10mg & 0 Fifa) % 1 H 1[a15238 fE B O 5 FREEERISUE AV
T LIERH & HRREG LB, WTNRORE LBEDRESE LN,
BITEFFEIRSAE L. 10.8%(39/3626) TH -7z F2BIEMAIE. MEK
T2.8% (10/362f5) . IREED £ 132.5% (9/3624) K% O FRERIMEEL . 4%
(5/36261) Td - 72"

17.1.4 ERSEMEHER
A EE & I FEE B (2561) 2 3 RICT VL% > 20~40mg (20mg
L VBAE) 21 B ESGEBREO®RSE Lz, DE LZBEEDEIESNY,
EIWEFFIRSERE X, 4.0%(1/2561) TH > 7= ERBWEMAIZ. mAFLERHK
FEEFIENNA.0% (1/2561) K o' 77 V) w7 2 881014.0% (1/2561) T - 7220,

17.1.5 ERSEMEEER
RADBEEZ 4> \MEERE (416]) 20 RIC7T IV LY 10~
40mg (10mg & 0 BtA) # 1 H1E0ERRE O S U7, ZE L7 BEEDER
»ESN?,

BIfEFRIERS 13, EEBEERE TI5.8%(3/196) RO hSEEEEEE
T18.2%(4/2206) ChH -7z EENFRIZEEERERE TN 7 LH
115.3% (1/1961) . &1 7 A IM5ES. 3% (1/1961) K O'8EIE5. 3% (1/1961) T &
0. PEHEEBREEERE CHEAERR4.5%1/2261). mrhv 7 L588004.5%
(1/2280) SESE4.5% (1/220) Fe U@ o> £114.5% (1/2261) TdH - 722

18. EMEE

18.1 {ERER
FIOLGLE L ET o IF T D74 FHAT)ZRERISEELTT
YIOFT UV ERTL. FICEFO®NaMENEERZIIFHTAZ &
&> TET B RMMERROBETIC K VEEFERZRTY,

18.2 AT'SZBKICH T 2FEEER
v AT BEAROTENE 2 BERFEAICHEE LU (ICE : 0.62~2.6nmol/L) .
ATIZEAED & DIFEEIBD TES D TH - 72 (in vitro)'9,

18.3 LZV-PUIFTVIVRICRIZTIRE
fRERRELA (126) 127 VL9 V% > 20mgZ 1 H1E7H %S Uz k, ImiEL
UM MEET VATV T BEROYT VATV TEEORHE
IAERD &7z

18.4 BEE{ER
BIMEERFET v  (SHR) RUBHBIE (2K-1C) 4 X iZZ 2 H[E
5 U7, 24RRI% E CREEMILRR L 2%,

19. B ICET BEEEMAR

—fREIZFE 1 7 VLTIV Y~ (Azilsartan)

{k24 : 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

%:OZH o>¥0

HN '\\l
(e}
773 ¢ CsHaoN4Os

18 456.45

% R HE~HEAAOBEIEEEOBERTH S, NN-IXF L
T R7IRIZBIRPTL, AT = LIZRRBETFICL, =¥
J =N (99.5) 1B IZ <\ KITIZEA LB 20,

22. G

(FYILYIL9 2 ODEE10mg[ 7 TILEV])
1005 [108% (PTP) x 10]

(FJILYIL9 ~OD#EE20mg[ 7 TILEV])
1005 [108% (PTP) x 10]
500%% [ 108 (PTP) X 50]

30088 [N T\ BREAIAD]

(FIIVYIL9 ~OD#E40mg[ T TILEV])
1005 [10$% (PTP) x 10]

23. FEVHL
k1) FIEREMIFA - FEMES. 2017 5 47 © 1353-1355.
*2) BEXHIZY,  BRBERHE ARIZESHMEE. 2021 ; 29 1 49-54.
3) TYNYILY » OEMEREHEBEBFEDO (7 D ILNEE L 2012421 A18H %
. HFERMEE 2.7.6.3)
TV 2 OFEMEREREREGED (7 2L NEE | 20124E1 A 18H &
. HFERMEE 2.7.6.5)
HNER  EVPEORSERE (7 VLV > ODEE20mgl 7 = Lt |)
HEPER - AR ERER (7 VT LY > OD§#40mel 7 2 )L¥ > ])
T VNI OFEMERERERSGER (7 2L NEE | 20124E1 A 18H &
. HFERMEE 2.7.6.1)
TINHIEY OEAEEICET 28ET (7 Y ILNEE L 201241 A 18H
0. HBERMIE 2.6.4.4)
TN E ORBICET 2O (7 P ILNEE | 20124E1 A 1I8H &
. HFERMEE 2.6.4.1)
T INHIEY 2 ORBITET HEEQ (7 VIV NEE | 20124E1 A 18H &
. HFERMEE 2.6.2.1)
BEEREEH CB T 5B BB (7 2 LN E | 20124F1H18
HA&D., HEERMIE 2.7.2.2, 2.7.6.16)
T INYIE v DEERABEHED (7 2V $E @ 20124E1 H 18H &SGR,
EREEERMEE 2.7.2.2, 2.7.6.30)
FFRERERREE 12 B 2 BB R BRAUE (7 L NEE - 2012461 A 18H
0. HEBERMIE 2.7.6.17)
T INFINY v OFEYBREREREAED (7 V0V EE - 201281 H 18H &
2. HBERMIE 2.7.6.15)
15) 73+ = OB EERRERGE (7 2L EE - 201261 A18
H7&ZR, HFERE 2.7.6.18)
16) HMNERL : EWEHREERE (7 LY L8 »ODSEOmg 7 = Lt > )
17) 7MY Y v OEERREBEAED (7 VN @ 201241 F 18H&GE.
HEEERHEE 2.7.6.26)
T I v OEERABEAES (7 VN $E @ 201241 A 18H&RE.
HEEERHIE 2.7.6.27)
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T INYINY v OERRBERIED (7 2V NEE @ 201241 B 18H &R
HEEERHEE 2.7.6.28)
T YN ORI (7 VU NEE L 201281 F 18H &R,
HEEERHEE 2.7.6.29)
T YN  OBEKRREEAEO (7 VU NE 1 2012481 F 18H &R,
HEEERMIE 2.7.4.5)
T YNV Y OBEKRREEAED (7 YV NE L 2012481 F 18H &R,
HEEERHEE 2.7.6.30)
TYNG Y OB (7 VIV NEE 1 2012461 A 18H &R, HFEE
BHEE 2.6.1)
T INTINY v OMEEERICET 25 (7 DL EE - 2012461 A18H
AR HFEERIE 2.6.2.2)
24, XEREERFERUEVLWEDEE

WRE-R T V¥V T 7 —v REEHEHR

T105-0001 BREEBEXE /FI1-1-18 a2 —Y v 7RI L
TEL : 03-6368-5160 FAX : 03-3580-1522

26. WIERFTRES
26.1 SGEARSETT

DAITO 1~ X1t

ELRSE LM/ \BII326%
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26.2 BR5ET

b et oLy T7—v
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