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HAREMMm D EES
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R AT LEX9—-J0Ovh—
WHEEFERD
7 I ILY v OEARREE

JIL YL Y ODSE10mg[ 7 TILE )
L9L5 ~OD§E 20mg 7 T LB ]
LY L9 ODEE40mg [ 7 TILE /]

Azilsartan OD Tablets [FELDSENF]

$£10mg #£20mg $E40mg
RS 30500AMX00092000 | 30500AMX00093000 | 30500AMX00094000
) BE BSOS EVERT L x| BB 2023564
Ehab E:
2. BR(ROBECRBSLHENT &) 4 _;mﬂ:.;fy%m%
2.1 KA ORI H UBEEO RO H 5 B =
2.2 HERSUZIEIR LT\ B RS 3 2 2 [9. 55 ) 6. BERURE
23 7IURF LY I TIVEBEERHSFOBRREE (72720, WE. BRAICIEZT YL LY > LT20megzl BIEREO#RS T
DREREEFoCHABMEN TS Fu—LAE L RE %, BB, Fle. EHRICE D EEERT 24, | BRARSEIZ
DEEEKHL) [10.1208] OmgEd .
e 7. BERUBERICEET 3R
3. 48Rk - 1R REORENEEER L, AAEFOTE# HMEICHIT 5 & &
3.1 #HAL LIz, 0mgk VERBEHSOMELEET S L, [17.1.158]
TINVGLE Y | TULGLE Y | TILTLEY Y .
B4 | OD#El0omg OD##20mg OD##40mg 8. BERGEINIR ) )
(T2nvy] | [72nt>] | [7z1Es 8.1 BEMERIICESCDEL, 560X AHEDNEIENHBD
5 5 5 T, R, BREOEESERE O BN RET DRI
BHES |7 NI LS 2| T INF NG V|7 INH N~ ERSELC L, i o
10mg 20mg 40mg 8.2 FMBIAMIIHRE LW ENEF LWL, 79471

TNINA]

D-w>=bF—)l.
JUARE R,
v RoFr o
Ltira—A, #
WA, b
FouayvsFrS
V. xrzud—)
6000, #E&ETL T
— A, ATTY YV
i ar A Sy NN
BitFv >, v

AT NI T L
K. =—Eeft
R, HE="RIL

. HLFNO
7. RUEZLT
L3 — )L (85T

D-w>=hk—Jl,
JUAKRE R,
| v A w Rl
Ltira—A., 9
WK, b
Fuaysrr7S
V. xr7ud—)
6000, &t o
— A, ATTY YV
e~ 7Ly
BitF& . Ty
AV FRITL
G L7 N—— Y
k. HILFNT
7. RUE=ZLT
JLa—)L(Eo T
AAEYn) . BRI

D-w>=bF—Jl.
JUARE R,
vt RoFr o
Ltira—A, #
WARM®. b
FouaysFrS
V. xrzud—)
6000, #E&ETL T
— A, ATTUV
a7 VAN
Bitrv >, v
AV FRUTL
K. EEB=
bk, AL+
Na, RY)E=
L7 LT — )b (8
A, &

AAb) . BEE KT AR BT A B
KT A R
3.2 HEIDMHIR
TIVWVHLE Y | TILVHLEY Y | TYLYILEY
fR7es OD#E10mg OD#$20mg OD#$#40mg
[7z)L¥] [7zLt] [Zzt]
WMARBEOEFRREAY | HEDEFRAD O
etk fi%f??z;;; DT 4 NLT—F |7 4 VLT~ 1
7 TS > 7EE
72\
L =
thy ;
| Fm &
I — —
EfE 5.6mm Ef 7.lmm
K&Es | EE 2.8mm E& 3.5mm
HE  72mg HE 143mg

9.
9.
9.

9

9.

9

TEERAARGROBEL, RRROFHHIL -7 V7
52 ROMFINERIC X AR MER T £ T TR S 5,

BENDERZHIDEBEICAHT IR

1 BIHE - BEESFDHEE

1.1 AR ESIRIREDS 5 BEX S B TERIRREDH S E
&
BERERLOCEZELVEHIISNZHEERES, EHAIGET S
Lo BIMREORD R ARIRESBEDETIC & D 2EIC B
BllsHgaBThhHn 5.

1.2 §HYY LMEDES

BERELOCEZELVEHIISN B ERES, EHRIGET S
Lo AV LMEZEESELBZNDH 5,

F7o. BRERE, 2V M- LAROBRFREICLDIMEAY ¥
LMEPEL RV TVEETIE, MFEHY TV AMEICERET 2 &

1.3 RMEREEDS 5 EE

BEOREPMIMT AR ZFISEI L, REEZELSES B TH
BH%o

1.4 BERHEREDOERE

BB, RGBT S E, BEICKRESY 5 &, 2B
EDERZEIITBEZINIH S, [11.1.25H]

1.5 BRBHEDEHEREDS 5 EE
9.
9.

2 BikaEEEERE

2.1 SERBREEEE (eGFR 15mL/min/1.73m*KiE) D&H 3 BE
BEREP»oREZMIG L. BEY 2BEIMRLITS % SEEIC
BETLI L, BREEZESELIBENW Y H S, IFRED L
ANRO SNz [16.6.15H]

2.2 MRERPOERS
BERE»o®REG2MBT S E, HEIKRET S L, Sz
EDERZEIITBZNTFH S, [11.1.25H]

3 FEEREERE

FEEOFEREREEE (Child-Pugha 227 1 7~9) Tl
FREDO EAPHRESIN TV D, BRABTIZ, SE 2 FHKEE
fEE B (Child-PughsfEA a7 1+ 10LLE) iERItsh T,
[16.6.2%]



9.4 &JEREEE T 3E

9.4.1 HIRY ZTIEEEDH DL

HIRLTWAZENBRBEINT 72 D4 T v v U EMBERIEEA
XTI T v NREEERAZER L. BE - FiElEA
DEE(BARL, HE - i - BOERA2. LLEE) FRO LN
BIMEES TS,
AEIOEE IS, REEOEFESLEE L TARFRSONE
HE2EEICHES L. BB EOERESEREE EES EHETE
BHBEICOAMEET B E, Fio. BEDPRELRGEICITRDOE
EBREICEET S &, [9.52H]

(D RFESHARNICERL TWAE WS E2HERT 5 & KA
By, HIRLTWAEWTS EZ2ERNICHEZR T 52 &, HEHIC
TEARAVHIBE L 724581213, BB Ici&E52hIiEd s &,

QWOHFIHEIZDOWT, KAIFSHBRICEZICHBET S &, &

Jon HBEFRLMREIRCHHAT A L,

- EARHICARA 2 (B L7255 E

AIWHBH L,

EARAVHIBE L7 3 EE D N 255 1E, HP 2 ICHEEEICH

5T &,

RalR - FAERICHE L KITT Y

- AR EFTE Y 2551 HERICHHKT 5 2 &

9.5 #Ti%

IR SUSIEIR L C VW A ATREE D & 2 I3 G Lien 2 &, #
ik BsickEehiEd sl L. i
IRFHR ORI T > O T v o v I RBAERAIE T > VA

Gz RA I L5

T oY YERBERBER 2 RS SN EE THEKBME. RIE -

FERORE., HEROEME. EA2, &A7Y 7 AME, HHE
DIEBAL K OFEKBDREIC L 5 SRS M5 TR OMfE. HE

HEOEE., MOBEEHRENH b/l EDRENH B, (2.2,

9.4.1Z%M]
9.6 {RFR

BALZWT EPEE L, Ty bORBERROEIIICAR 2R
HIREO®KS T 5E. 0.3mg/keg/ B EORETHAIRICEZRILES

B 5N, 10mg/kg/HEL ETHREEMOIHIAZRD 5N TV 5,

9.7 INB

NRFEZ R E UBRHBRIIE” L Than,

9.8 S

EREDSRSEMET 20 S HEICHRST 5L, —RICRED
BETFE LAV ESNT VD, MIFESHRI 2BTNAH 5.,

Y

10. 1BE{EA
10.1 HAESHALBWLI L)
SRR E HRIREER - BB IE WF - falRAE ¥

TUAFL YT 2IVEEE

A
(ERRBEICERT 2
BE. 7217, tokEE
BEET-> CTH R BINE
DAy ta—=LAFELL
TROBEZRL )
[2.3208]

FEBFEHERIZE A, B AE
BEE, &hY 7 LIME R
MEIMED ) 2 7 s
WESh TV,

LoY-TrVATFYY
v RMAEEH RS
NAHREEN D S,

10.2 HHAER (BHAIC

ARTBHILE)

A%

FRAREIR - SEETE

WP - el T

71 7 L RFFERERA]

MEH ) 7 LMED EFET

AHEOF7T LV RZAFT v

2¥Ta )57 Y, | BIEDDH D FUWINHIERICE D A
NUN A N U AR AER A R
Ay AV THIEILL B,
VDRPN | fEBEET - RIC B e
HALH Y L% BEDDH S BE
R B FERT KRENEZ DD THET 25| FIUREER CIREL 2
PA=E N A BEERPERI BT TVWAIEEICILZ
MU ZOLAFTINBENDH D, KEIOK| VIEEPTTELTWVD
N 52 BREYP OB 5| BENFZL. KEINVE
[11.1.25H8] T FETAHIE, LT,
TURF VLY 7 VEE BRERE, BH) L L=V-TryIFT VY
MERCEMEZEC | > REEERIERS
BENHH . eGFROB|NAHEEMEDSDH 5.

60mL/min/1.73m*# i
DEREREOD 5BE
ANDTIVAFL TV
ERIE & OPFRIC DV TIE,
BELESTEBRVEH
W= 256 % RS
5T &,

TUIFTF Y UER
EERBAERA]

BRERE. &A1Y UL
MEE R MBI E % #2 Z 9
BENWNDH S,

UF L

VFILHEFEISB
NN H %,

BRMEICB T F
7 L OB EHE &
Nd,

% %k

HHIEFE R RREIR - IEE S W - fEERF
JERTuA NEHRE BREERAPEIET S &|FEAT O RHEERER
JE#HI (NSAIDs) D5, RSB REAZH

AV RAY T U THETARY TS T
DERERET 22 Eh
5. EERZEFSE
BHEEEMD B B
BHEREDODH HBETIFEA T O FHEHAHE
. SHICBREIPEL|BEROTuRAY 75
THEBENFH S, VUABMBEERERIC K
D, BmEESETT
B7HEEZLNTW
%o
1. EIfERA

ROBWERDH 5ONZZENHAHD T, BEEZTTIATL,

B

PROONTAGEIIHEZHIET B0 SHY L WNE TS &

1.1 EXBGEWER

11.1.1 MEEFEE GREAH)
HE. 08 & W - REFORERZERE I 2 MEEFEDH
SONBTENDB. 7z, BIE. BR. B, TREZHEDRE
BEMEEFEIHSDNEENDH 5,

1M.1.2 Yavd, K, FEEKGEEAH)
WG ME, EEHASY S o bNIBEICIE. BESITETZL
BxiT5 2 &, [9.1.4, 9.2.2, 10.2%H]

11.1.3 RHERES GIEAH)

11.1.4 AU D LI FEERH)

11.1.5 FFHERERRE G AH)
AST. ALT. y-GTPD LAE %z FEREPH5 DML T
EWH B,

11.1.6 tERARRUERIE (SR A BA)
. A& CKER. MHRURP IA7aey ERED
HoONIHEITR., HEeHIEL, BUBAEZITOI L. B
ATRARIEIC L 2 BB REDOFRIEICERT S Lo

11.2 ZOftDEHER

0.1~5%Kii SEEEANEA
EBOE ¥, 5. FO8E
1B HE N
RS (TR
REIEHE Ay YL ER, MRE R
HkEe T
JF ALT. ASTO LR
B i BUN., ZL7F=> D LR
ZDfth MHCK EH Iz Bk
13. BERS
13.1 W&

FINTNLEY VROREYIM-T1E. BIFICEDBRESNE L,

14. ERALOFER

14.1 EFIRZMHRHOER

14.1.1 PTPEZEDOZEANIPTPY — M2 6BV L TRAT 2 £ 5
BHIHI L, PTPY— FORKICEK D BELH AR RIER
JEARIA L, BTz B I L CHRIAREDEE L &MEE
HHITLHIENDH D,

14.1.2 RANZED LICOE THEREZRBESE 5 EHET 5720,
Kz UCIRHATIRECH %o Tz, KTRATZHIEHTE %,

14.1.3 RAIRE-FEORE T, KaLTlRASEZWI &

16. ZWENE

16.1 MRE

16.1.1 BEEES
BRI T 2V L % > 20mg (961) K% U40mg (9f)) & BERE O 5 L 7:
BE. REEOEMBREEN/ ST X —F U TOEBD TH-72%,

e Cmax Tmax AUCo-int 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

(Pl + 1S8R, Tmax|dPFoRE (F/IME-FRAE))

16.1.2 Rig##5
RIS T VYL E 2 20mg (1261) e v40mg (1241) % 1 H 1[E7 H 4%
O#%5 U7-B, REMAOMEREEIREHIEY? 54H%  TICERR
BIGEL, BRER L7227,

16.1.3 E£FHIEZFEER

(FPIIWHILI ~ODEE20mMg[ T TILEV])
7 VIHILE 2 ODEE0mgl 7 LV | &7 VIUNEE0mgE . 1A
—N—=FEICE D FNENIEE(T VT ILY > & LT20mg) A B I
MR AR O S UK IR KR UK 7% UCIRA) U IR R Lk
ZHEL, BoN-EYERE/)SF X — % (AUC., Cmax) IO\ TI%E



FEX RIS TREHERIT 21T - 7-#E8R, 10g(0.80) ~log(1.25) D#HIFENTH
0. WEEEOENENRSEDS R S NI,
(1) OD§&20mg. K THRFA

(ng/mL)

3000 ) )
-~ 7 V)L )L ¥ »ODFE20mg[ 7z )Lt ]
—O0— 7 Y LN$E20mg

2500 Mean+S.D., n=30

2000 -

S e
o
S

1000 |-
500 -
N S i S N
0 3 6 9 12 24 48
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. 7K7& U THRA (7 2 IL/\EE20mgld K THRAE)
(ng/mL)

3000
-~ 7 V)L )L Y »ODFE20mg[ 7oLt |
—O— 7“/'}1//“@@20[1’1{%

2500 Mean=S.D., n=30

2000 -

e
o
S

1000 -
500
0 . . L L M #g
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)

MEEFEEL CICAUC, Cmax%D /85 A — 413, HEBEORIR, (kiF
OFRAVEE - BEEFORESMIC & > TREZWREEDNH 5,
(PIIWHILI ~ODEEIOMg[ T TILEV])
7 YNV Y ODFEA0mME[ 7 = LBV | &7 VIINEEAOmgE . 7 1 AT
—N—=FEICE D ZFNENIEE (T VT ILE > & LT40mg) LA B I
M RRBEREORS OKTRA R OK % U TR L CmsERRE(LIkiEE
ZRE L. BoN-EYERE/$S A —% (AUC, Cmax)IZ DV TI0%IE
TAR BRI CHEHIRIT 2 47 - 72463 10g(0.80) ~log(1.25) DHEIN T H
0. WHOEFHRSES TR S Nz,
(3) OD§z40mg. K THRA

(ng/mL)
6000
-0~ 7 I )Yy »ODE40mg[ 7oL ]
-0~ 7 V)LN$E4A0mg
5000 Mean+S.D., n=27
4000 -
ik
4
13000 -
i
i3
2000
1000
0 3 6 9 12 24 48

¢ (hr)

HENT A= BENRTA—F

AUCo-4 Cmax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
7Y WHILE 2 OD
§E40mgf 7 = L | 32038.2+5389.5|4156.3+697.4|2.6+0.9|9.8+1.0

7 TIWNEEA0mg | 34108.8+5342.5]4532.4+775.7|2.2+1.0[10.0£1.0

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

(4) OD#£40mg. K7 U THRA (7 2 IL/\§E40mgld K THRFE)
(ng/mL)

6000 [
—o— 7 V)L )L ¥ > ODEE40mg[ 7z )Lt ]
—O0— 7 YL N§E40mg

5000 ¢ Mean$.D., n=30

4000 |

ek S
w
o
3

2000
1000
0 . . . . %\H{b
0 3 6 9 12 24 48
R (hr)
HIEIRT A =% BEINT A —F
AUCo-4 Cmax Tmax T
(ng * hr/mL) (ng/mL) (hr) (hr)
7 INHYILE 0D
§¢40mgf 7 = L | 33980.9+8196.2|4173.6+930.4|2.8+1.2 |10.2+1.1
7 ¥ ILN§E40mg | 36862.6+£8004.5]4646.7+£1006.3]2.7+1.210.2+1.1

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

MEEFEEN ICAUC, CmaxZn/8T X — 413, #E# ORIR, (Fik
ORI - BESEORBEMEICE > CRERLIAHRESH 5.

16.2 ORUR
TR (1260 127 VI8 Ly > 40mg % BEBEOHRS UK, REME
DOCmax. AUCIZHMER NG LB LT, 212 13.0%. 8.4%78
b,

16.3 93
[MCI7 I NH L% > #0.3, 3, 30ug/mLBE TR MMEEICHRN L 72 B,
WIN L EABERIL9.5%TH - 7= (in vitro)?.

16.4 X35
TINTIILY IR K D RBEPIM-TIC, £/, CYP2CoIZ &K D R
PIM-TICR# SN2, 5B, M-IROM-TOATIZEEOBEEIER IEFR
ZAED#I1/1,000CH - 7= (in vitro)?19,
7YYL E IECYPLA2, CYP2B6. CYP2C8. CYP2C9. CYP2CI9.
CYP2D6. CYP2EIRU'CYP3A4%HEE T, CYPAZFEE Lz o/
(in vitro)?s

16.5 HEitt
RIS T DL IL 4 > 20mg (1261) K 0'40mg (1241) % 1 H 1 [E7H B K
ERORE Lz, FEHRS D 5168/ £ TORE(ED BRER bk
RIFZFNZFNI5.1%. 14.6%TH -7,

16.6 HEDERZEHIDEE

16.6.1 BiZEEEEEE
A DB HEEEDTEE AR 72 5 @I TE B (eGFR™V 2815~ 30K O H &
B REREE M. 30~60KmOREEBRAEREEL0F]. 600 EOEHE
~ BB EESH) 10T VLY IL Y > 20mgx L H 1E7 H R AERE O #%
U7k, BAOLEE ~BEBHRERES LKL ChEETHRERES
DCmax. AUCIZZFNZFNIT7.3%. 16.7%HEM L., EEBEHEEREED
Cmax. AUCIZZFNZN8.9%. 39.3%E L7V,
F7oy BRADOBHERERE % £ B TERE 2R E L BICB LT, F
HEBHAERER (226]) & ik L CEEBHAERES (196)) 0 b 5 7B
FRER RS 13351 ~61 . 3% L BB 7 Bk RE A (eGFR™V A8 155K 1)
(4B D 5 7 B M EER R 1351.0~91. 9% L7212, [9.2.1308]
1) BtEDeGFR (mL/min/1.73m?) =194 X Cr - X Age -7

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

16.6.2 FTHEEEEEERE
B DEERE ~ P BT EE R E# (Child-Pugh®™ 2 2 7 755~ 6D E T
WREFREH A, 7~9D P EEATEAERESSH. FT1661) R OB A (16
BICTINH Ly YA RFY IV E L T40mg#S5HBERERORS L
7oWE. BRERARCA & B U OB E R ER O Cmaxld7. 7% 4. AUC
1327 . 9% 0. PEEFBEREEOCmax. AUCIEZENZN1T7.9%.
64. 4% L7z (HEAT—%). [9.350E]
HE2)EU LY, PAUTIr. PTRIZINR. AFEME. BEACEDIRE D

5Aa7{bd 5%

H3) TV D Ta RSy Ik (ERFRER)

16.6.3 StneE
R S (65 Ll L85 LUR. 2461) R O FEE i (1878 H45/ IR
246017 Y VH Ly 40mg w1 HIEIS HERERZOHRE LK, SR
OCmax. AUC(WIEI#HE» 58HE) X, EmmELBLTZAETN
15.6%. 9.0% L7z (SEAT—%).

16.7 EYMEE(ER

16.7.1 Z)LaFV—=)b
R (18f1) 12 7 v a5 — )L (CYP2COBEERA]) 200mg % 1 H 17 H
REFHGROT VNY LY »40mg% BEROMARS (7))L 3+ — L%



B57HH) LK, 7YYLy > DCmax. AUCIE, BiJh# 5 & HEg
LCENZENLL. 1%, 42.1%EL 721 BLEAT—4),

16.8 ZDfth

(FYIWYILT ODEIOMg[ 7 TILEV])
TYNLHILE ODEEIOmEl 7 LE Y ik, [EEMFER 2 EOERY
Al OEYZNFESEEREBE T A RS0V ICETE, 7YLY LY 2 ODSE
20mgl 7 z V¥ v | #fERIE - Ui & &, iEHEE SRS &k s .,
L7 E SN IMEIE P ST (WAL

17. BRIRREE

17.1 BHERUCREMICREIT B5HER

17.1.1 ERSE 118558
BADIEXIL T EARBESMEERE 2 SRICT VT ILY v &2]1H]1E
12ARROKRSES Lz 7St AB_E5REERBEOHERIIUTOEBD
TH-7-17,
b5 7R MEELEF I VWTRORERICB WY /S REERIC
HARERGZEDIRD 5172 (p<0.0001. XHAETE) o

b5 7 R EEALI0E (mmHg)
K58 n JLEREA IiE
B 5HIfE Zlbg B 5HifE Ziba
FouA  |82]100.84.21] —4.120.125 |160.0£7.66| 8.2 +14.63%
TINTNT N3l 100.254.07| —10.87.76% | 158.546.96| —17.6:+14.20%
>~10mg
TINTNE Nesl101.5+4.72| —12.529.60 |159.2%6.71| —20.513.71
>20mg
TINTNT e 1100.4+4.14| —14.329.92 |159.247.04| —22.2+16.83
>~40mg
TN
S L%t F L8 [82]101.044.40| —10.910.13%| 159.6-£7.68 | —18.3+15.88%
lemgiiz)

1) LOCFi% (Last observation carried forwardiZ)

FED)BEELTRELLBTHY ., MEtANa LB EETld L Vv, (1H]
[E8mg % 4B K% ' 12mg % B, 5H2E/H%S)

1#3)n=80. #4)n=81

(P fE - 1R ERZ)

BIVERFBSEEIL. 7YYLy v 10mg 58 T15.7%(13/83%l) . 7
VIV E 2 20mgi 58 T16.5% (14/8561) e V7 YLV % »40mgf 5
BEC13.4%(11/8261) Tdp - 7z ELBIEMAIZ. 10mgH 58 ¢ R MEFE
3.6%(3/83f1) . 20mg# 5B TIFEIED £ 12.4% (2/8561) R ULF 7 L7
F Y ARRRF S —EHNN2.4% (2/8561) TH - 7217 [7. 5]

17.1.2 ERSE MAEEER
A 1 EXIE 1 EREESMEERE 2 HRICT DLy BEHIC
1H1[E20mg (83EH) & 040mg (8ERH) O FH16GEMH S LI H > 79
5y YL FeFUEEEIC8Mgk U 2mgx A—AEICCROZS L=
EERHBERBOBRIIUTOEB TH 7129,
b 7 BB EZE LR (LOCFE) 1. 7YV YILy V58 (n=311)
BWTRBHEON Y THILY v ¥ LEF e FILESE (n=309) ICLNER
RENRD SNz,
mB. b7 7 REANEORSHTE (MRRE/IGEE - FoE - EER
E)E. TYNYILY 5 R (n=313)13100.3+4.26mmHg/160.0+
7.70mmHg. A Y FHILy Y ¥ LFEFUES5E (n=309)12100.4+
4.11lmmHg/159.6+£7.27mmHg Td > 7z,

b 5 7 B A E (mmHg)
B TR [
ZRY | gaz® ZeE® | prE
BE58EEE S
2R %4
J0mg | 110£8:87 20 —19.9+14.30 26
HTHINE [-3.21,—0.69] [—4.62,—0.60]
YLFtFIL | —9.0£7.43 p=0.0024 —17.3%£11.75 p=0.0109
8mg
B 51638 £ (ke ST )
7 INTIE
> 20~40mg —12.4+9.87 26 —21.8£15.30 44
NTHIEY > [—4.08,—1.22] [—6.53,—2.20]
LF¥FEFIN8| —9.8+£8.50 p=0.0003 —17.5%£12.69 p<0.0001
~12mg
1) PfE + AR

E2) B ERTO MEEH L = AEEK G R OB SR 2 M AR & L T E S
B (SR EHORBEAFHEORSHMEZOSMEEMRE. [ 11
HIRI9S%fEREX )

BIERRBBEEIL T DT IV S 5R8ETT7.3%(23/3136) Tdh o 7z. £
REIERIE. TYLT Y VBT REEENL. 6% (5/313f61) . (KAt
F11.6% (5/31361) R OTFEHED F101.0% (3/3136]) TdH - 7219,

17.1.3 BN DR (REAIRSHER)
BRAD 1B I% T EARRE S MEERE (3624]) ZXRICT7T VIILH Ly ~10
~40mg(10mg & v B%R) % 1 H 1 [EIS2E R BRI 5. FIRMEE LRSI AL
T LERAIE RS L, WIS RE LZBEERREIEONLY,
BITE SIS L. 10.8%(39/36261) TdH > 7z. FRBIEMAIE. MEK
T2.8%(10/362%1) « IFEITED £122.5% (9/36261) & S REEMAEL . 4%
(5/36261) T > 7219

17.1.4 EINEE MiEHER
A I EE R I B (256]) % 51 7 2L L 8 > 20~40mg (20mg
L ORE) 21 H1ESERE RS L=, ZE L-REDREIE S 2,
BIEFSIRSERE X, 4.0%(1/2501) TH > 7z FRBIWEMAIZ, MAALERARAK
FEREEHNN4.0% (1/2561) R Onrh 771 7 2 88004.0% (1/2561) T - 722,
17.1.5 EINEE M1EHER
A DEEE % M5 S TERE (416]) 2 0RICTILF LY 10~
40mg (10mg & V) BgR) % 1 H 1 E 0BRSS U7z, RE LI RREMNER
nEsnhk?,
BIfFFFISARE 13, BEEBEERE T15.8%(3/190) RO hSEEEERE
T18.2%(4/2261) TH > 720 EHEIEMAIIEEBREBRE ClFHY 7 L1
H15.3% (1/1961) .« &1V 7 A IEES. 3% (1/19f1) K OVBENES. 3% (1/1941) T
0, RS TR R T 4.5% (1/2261) . M) v AHEh04.5%
(1/22/511) . 5E3RE4.5% (1/22051) B OV B 18D & 4. 5% (1/2261) TdH - 722,

18. EMEFEIE

18.1 {ERER
FTIVFLY RTI4TN 4 THAT)ZEIEICHELTT
VIVFTF YU ERER L. EICEFORN L MENEERZIME T2 &
ICE > TET HRMMERT OB TIC K D EEERZRTY,

18.2 ATZB{KICxI T ZFEEER
t MATIZEAROTENE 2 BERFAICEE L (ICE : 0.62~2.6nmol/L) .
ATVZBAED & DB TESP P TH - 72 (in vitro)'0,

18.3 LZU-PUIFT VI VRICKIFTEHE
A (1260 127 DLV s > 20mg# 1 B 173 S U7 B, ML
ZUiEE MEET O AT UV T BEROT VI T Y TBEDHE
Iy E® s nz?,

18.4 [RE{ER
BIMEERFET v b (SHR) RUBHBIE (2K-1C) 1 X2 Z 2 B[h
5 U, 24B5R1% £ CREEERIIRR LY,

19. B CRAT 2IEEEHNAR

— MG FE . 7 VLTIV v (Azilsartan)

{b2#42 : 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

CO2H
O

N o
Nl<o O HN T

- C)

572 1 CosHoN4Os

S8 456.45

% R AE~-FRAAOEEIEEEOMKTH S,
NN=IAFLT7E M7 IRICBETRTL XY ) =L
2K Ky T4 7 =L (99.5) 1B IC KL KICIFEA LB T
[

22. G

(FYILYIL9 VODEE10mg[ 7 TILEV])
1005 [108E (PTP) x 10]

(FYILYIL9 v ODEE20mg[ 7 TILEV])
1005 [108% (PTP) x 10]
500%% [ 108 (PTP) X 50]

30088 [N\ FRAIAD]

(FJILYIL9 2 ODE40mg[ T TILEV])
1005 [108% (PTP) x 10]

23. FEVHL

1) FEFE IS FEERES. 2017 ; 47 @ 1353-1355

2) BREXHIZY - BRBERHE ARIESHMEE. 2021 ;29 1 49-54

3) TYNYILY » OEMEREHEBEBGEDO (7 D ILNEE L 201241 A18H &

. HFERMEE 2.7.6.3)

T INTIE v DEYEREAEREAED (7 VN : 20124E1 H 18H %

. HFERMEE 2.7.6.5)

HNER L AEENESERE (7 YLV Y > ODSE20mgl 7 © )LE > )

6) PR} EMFENRISERER (7 YL IL Y > ODSE40mg[ 7 = L v ])

7) TIYNYIILY v OEMEEHEBEBFER (7 2L 8E L 201281 A18H &%
. HFERMEE 2.7.6.1)

E Lz

<z

8) TIYNYILY L OEAMEAICHET 2MET (7 VIV NEE L 201251 A 18H
0. HBERMIE 2.6.4.4)

9) 7IYNHILY rORBHIET 2O (7 VIV NEE | 20124E1 A 18H &
A HEERMEIE 2.6.4.1)

10) 7YUTL% > ORBHCET B (7 VIV NEE : 201281 H18H &
A HEERMEIE 2.6.2.1)

11) BHRERERR OB 2 RBERERRGE (7 DL EE - 201261418
HA&D., HEERMIE 2.7.2.2, 2.7.6.16)

12) 7MY v OEERABEAED (7 2V $E @ 20124E1 H 18H &R,
EREEERMEE 2.7.2.2, 2.7.6.30)

13) FFFERERRE R 12 B\ 2 BB R ERAUE (7 Y LNEE © 2012461 A 18H

. HREERIE 2.7.6.17)



14

T INTIE v DEYERERBREAED (7 2V N : 201241 H18H %
2. HEERMIE 2.7.6.15)
15) 73+ V=) & OREYEEERRERRGE (7 2L EE @ 201241 H18
H&R. HiEERIIE 2.7.6.18)

16) *NERL : EMENESEEREE (7 LY LY ODSEOmg[ 7 = Lt > )
7) TYNYILY > OERHEBED (7 2L NEE - 2012461 A18H &R
HIEERIE 2.7.6.26)
T I v OEERABREAER (7 2V $E ¢ 201241 A 18HA&RE.
HIEERIIE 2.7.6.27)
T I v OEERREBREAED (7 2V $E © 2012461 A 18HA&RE.
HIEERIE 2.7.6.28)
T I v OEERRBEAES (7 2V $E @ 201241 A 18HA&RE.
HIEERIE 2.7.6.29)
T I v OEERAEREAE® (7 2V $E ¢ 2012461 A 18HA&RE.
HFEERHIE 2.7.4.5)
T I v OEERAEBEAED (7 2V $E @ 201241 A 18HA&RE.
HIEERIE 2.7.6.30)
T IONIE v OEIIER (7 P ILNEE 1 2012481 H18H &R, HIEE
BHEE 2.6.1)
TINYINY » OREEERICET 85T (7 2LV EE © 201241 F18H
AR, HEERE 2.6.2.2)
24. XEREERERURELEDEE

MBREE T VYT 7 —~ RLEEL

T105-0001 ERFEEBEXFE FI1-1-18 ba—Y v 78/ el
TEL : 03-6368-5160 FAX : 03-3580-1522

26. BGERRCTREE
26.1 SGEERFEIT

DAITO 51~ Rt

SR LM/ \BII3268E 1

—
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26.2 BRSET

) et Ty T7—v

FLIRH PRI 105724 TEH3 &



