% %k 2025E9H RET (B83kR)
*20234E5 BRG] (E52hR)

i g
BENHAR

L SRR
D3

75 RS

HEEAT.LETY—-J 0y h—
7 IIY LY Y OFNRRREE

ISV BIV'330D i 10mg B,
ISV BIV'330D#20mg "85,
ISV BIV'330D#40mg "85,

Azilsartan OD Tablets 10mg - 20mg - 40mg “NISSIN”

) EE-EMEOALEICIDERTS &

BFEEERIEES
872149
10mg 20mg 40mg
HKERE S| 30500AMX00044| 30500AMX00045 | 30500AMX00046
ARZCRaYE 20235F6H

b 23
2=

(ROEBEICIFRESLEBEVTE)

2 ESUIER L C W A E RO H 54t [9.55 ]

3TUAFLYITVBIEZREHROERIRES (72721,
OREEIGEZT> T ABIMEDT Y ha—LpFEL<
NROBEZFR<) [10.1ZH]

2.
2.1 REIDOR T I0 LBBEREDRHEED % 2 BE
2.
2.

3. #ERE - K
3.1 #8R%
B4 TIVELY Y | TIVFLY Y | TILFLY Y
7B OD#E10mel H#] | OD$£20mel Bl | OD$#40mg[ H#
oo | LEEFRT DV Y L | 1EEFR T DL | 18R T LT L
AR %> 10mg %>20mg % > 40mg
D-v>=ZbF—|Dv>r=hr—|D-w>r=1t—
L, ZJOARE |, JOAKRE |, JHAKRE
Fr.eRaoF| R, eFoF | Ny, e RoF
vy7uvblLtiL |y FaiLtl |y Faileir
O —RA, K| O—R, AHEK|O—R, FHHEK
¥, by Ew MY, boEO (%, FUEO

NIVl

avFT o,

<77 ud—)
6000, fE&Et IV
Td—A. AT 7T
VT 3=
7Ly BIlLF s
sy Ay Yy
+ N U LIKH
L7/ N N
EE= Tk
I oNary,
BHEKT A B,
RYEZILT I
a—) (o
V(7))

avFrT U,
<7 ud— )
6000, #& &t L
Od—Ax, AT 7
VR TRy
L, BibFY
.My Ay v
+ MY 7 LIKFD
L7/ N— Y 7 N
FIIVF T T,
BEEKT A 8.
RUEZILTIL
I—)b (Fa
V(7))

avFEoTS o,
<77 ud—)
6000, #E&t IV
Od—A, AT 7T
VT 3=
7L, BibF Y
Yy Ay
F ~ U LKA
Y, BEE="F
bk, AINF
Narv, BEgE
KA. R
v 7La—
L (ER9 T AL
7))

3.2 RAIDMER

fR7es

V2% %
OD##10mg/ H%7)

TINFNE Y
OD#E20mg[ H#7

TINFILE Y
OD#$#40mg[ B#i)

MERECDT 1
NLT—F ¢
THE

WA D ENFEA
UNORVEFENI VNN

BHEOLEAD
DT 4 VId—
T4 v THE

A

d—F 4 U J8E

RES

$81% : 5.6mm
$TE 1 2.8mm
HE: 72mg

$EFE 1 7.1mm
#/E : 3.5mm
HEE : 143mg

$84% : 8.1lmm
$TE : 3.6mm
it : 184mg

K

A 15
T

NS
TINYILEY
ODI10

7 V20

7 240

NS
TN
OD20

NS
TINTFNE
OD40

4. FHRENIFFHR
BMEE

6. AIENUHE

EE. BT VLYY > E LT20meg# | B IEE DR
595, B, Ff. ERICKVEEEET 52, 1HEX
BE5R81340mgE T 5,

7. BERUBRCEET 551E
FAIOBRERDRZEE L. AAEROTE 2 HEICHKT 5
LEBIC, 0mgk D EFRER,SOMBLERT 5 &,
[17.1.15H]

. BEERELRWIER

A BEERICEDCDHE N, 608 H6bNET WD
HDT. BFE¥E. BEFEOELSERZ LD HINZRIET
HEBICITERSEA &,

8.2 FMEIABEIIBE LW ENEST LWL, T IFT
U IR BEERFRSHOEBRE L. RBEECFERFICLZ
VT IVFT Y ROMENERIC K AEE L MEKT %
IS D S,

. BEDERZEIZEBEICHT IR
BIHIE - BEEEDHIEE
.L%gﬂﬁ%ﬂ%ﬁ%m@%%%2@#%@%@%&%@5

BE

BEEROCEZEZVWEHESNAEEZBE., FHIGETS

&, BMREOEDLAREKESBEOETICK D ZHICE

WA B/ SEE2BZENID 5,

9.1.2 BAVYY LMEDEE
BELRPOCZ2ELZVEHMSNAEE2KRE., EHIET
ZE, BAVTLMERZEESE 28T H 5.

F7-, BHEERE, 22 oL ABROERKFEICE D IME
BT LEPEL ZVRTVEETIE, MiEHY 7 LAEICHE
BIsI&,

9.1.3 RHIMEEEDH 3 EE
BEOEENSMMAALZFIESEIL, REZELSESE
TNDH 5,

9.1.4 BHERRIEEEDIDEE
BRE,»BELZHRTAHE, BEICHRET S L, A
RIMEDRFZRITEENLIDH S, [11.1.258]

9.1.5 EFBBYEDEHEEDH D EE

9.2 BHEEEEEE

9.2.1 EERLBEBEREZ (eGFR 15mL/min/1.73m%KiE) @D
H3EE
BHRE,» HBREZFA L, BEITAEARBRLITOILREE
BEIIRET AL, BHELZBEILSEL2BENPH 5. M
BEOLAMPED SN, [16.6.15H]

9.2.2 MFSEHPDEE
BRE,»BRELZHBRTAHE, BEICHRETSZ L, A%
RMEDKERZRITBENDD 5. [11.1.2%0]

9.3 FFikEEE=EEE
FEEOFEERERSE (Child-PughmE 2237 : 7~9)
TIFEED FEPRESNT WS, BRRBTIE. BEL
FriaemE R (Child-Pugha 8 2 a7 : 10LL L) 1Zkk4t
ENTWi, [16.6.2508]

*9.4 &IEREZEE T %E

9.4.1 HIRY BOIREEDH B
HIELTWAZEMSBBESNT 7o V4T 0 v U ERERE
FAHET VI T vy M2 BEERAIZHER L. BIE -
HERANOEE (B4, BE - M- BOoESR2, BT
) PRDONLHIPRESNTNSB2,

AR OTEGIZHTLE, REROFBESELEE L TAEKRESD

oo oo

O O o



WEM A EEICHRS L, BB LoERES Rk EE S &
K S NBEAICOAZRET B L, o, BEPDELE
BIIIMOFEREIHEICEERT A &, [9.55H]

(1) REFFSFEBANICHREL TWARWI &2 ERT A &,
AHFTEFL, FRLTCWEWT &2 ENICHERT %
Z k., BERITHERESHBE LSS, BEbICRESER
kg A&,

(2) WOBIHIZDNWT, AHIESFBRICEEICHIAT 5 2
Lo Fio, BEFHLMLEISUHAT S &,
IHRRICAF 2 EA LB E. BIR - HIERICEERZ R
ETVRIBH B L.

IR Lo FEE D N AEE L. EPO»ICHEYEIC
R R R
IR EEET A5, HYEICHKT A &,

%9.5 T3

FRYIIFRE L T WA R D H 2 EICIEBE LW &,

BERICEESHBA L BEICIE, BEbicRESeHiET 5

Lo HIRFEAROKRIICT > O F T o v v I ZBERBHAEIY

37O T vy Uy BBBERIEER 2 RS SN BE TEK

B, BRIB - AR, HiEROBRME,. BR2e, &

SV 7 LIAE. JEEDFERAR L K OEAGRDREIC & B & HEH]

SNANEEOMNE ESEEOER. OBERE S 5b

ES:EES BERRER - FEE A WF - I
JER T U A NEER | BEFERAPEET 2L | FEAT 04 RHEHEKER
sEHl (NSAIDs) | 7" %o Al MBIRIER 2 BT

LY RAY Y HTART TSI D
BHEEET A END.
P& R & W55 S ¥ 5 1]
HEPH S,
BEHREREOHHBE T | FERT O FHIERER
k. SHOICBRENSEL | RloTury TS50V
TEBENDDH S, BREEEERAICED. &
MREPERT 27208
EZoNTWV5,
1. BWER

WOBWERMH 5bNBE T ENHHDT, BEEHHITTL,
HEPROONTEEI3HEERIET 5742 EHEY 2 0B %
752 &,

1.1 EXREHEA

*%11.1.1 MEMWPE (BEERHA)

HE. OB, &, W - BESOEREZERE 3 2 MEHERE
BHobNBEIENH D, $7-. K. B EH. TH%
PO IBEMERZENHSDNE END S,

N.1.2 ¥avg., K, BEEK GEERE)

WL TR, BREASES D o bNBAICIE. BSIEY

NI EOW|ENH D, (2.2, 9.4.1ZH]

9.6 %7

LAV EAEE L, Ty b OEERROEISICAK
A& R 5T 5 & 0.3mg/kg/H Ll EOBECHIZ R 10
BEIEAS R 6N, 10mg/keg/ B BLEC (kBRI OIS

EHENTWA,
9.7 INR

NREZ R E U BRHBIIER L T,

9.8 SHEE

BRE» o5 2T 2R CEEIRET DI L, —fiRIC

BEOBEERIFELL ZVESNTWVS, MEEEIE S

BENDDH %
10. #8E{EA

10.1 HAER (HALBWLWI L)

TABEITS 2 &, [9.1.4. 9.2.2, 10.25H8]
11.1.3 2IRBEE (BEERH)
11.1.4 BHAVUILMAE (BEEARH)
11.1.5 FFREREE (BEEREH)

AST. ALT. v-GTPO LF% %45 FHeERESH 5 b
HENDH B
11.1.6 1EERIBRE (SEERHH)

. A CKER. MPRPRFIA 7oy ER
ENnHobnlzHEICE. BEEHIEL. BYIZLEBEZITS
Z & BRUBBAEIC X 22BEREOREIERT S 2 &.
1.2 ZOHDEI{ER

(HEFRREE I
ERCE =D/ ON
D W EIBTE A 1T >
THaBMEDI Y
fa—LpELLR
BROBHEER,)

[2.3%:H8]

WESNTNVD,

HH%E BRARER - BB HF - fabRET
TUVAFL Y72 | FEBFEHMEE R, BHEE | L=-T o IFT 0¥
g BE, mAY T LAMER | ~REEERSERSN

AP CEIMED Y A7 NN | ZATHEEN H S

0.1~5%K S
B BE RE. WL, O
ERE | vFEV
TR | B
e %;ﬁU7Aiﬁ\m¢%@
Hitd: | ™M

JFF I ALT, ASTO LR

g BUN, 7V 7F=>v0D L&

Zoft | mFCKEF gk

10.2 HAER (HAICEETSRI L)

[11.1.2%08]

nE EBEITLHIL,

BHZE FRARAER - 1B % W - falgR+
70T LRFFERIR | IEH D) Y LMEDP LR | REIOT IV ERTE 5
Al HIENDHD, WINEIERICE DAY

2¥a) 57 k. LIRS ISR 5 2
)T LTFL L& B,
R A VIVE fEbERT © FRIC B PERERE

VDRZ PN | EDHHEEH
HAbH ) L%

FIl PR B FEA AR ZGOCHEET 215 | FIREERCIEEL 2T
Juat IR, B, BEERASERT S | TOWRERFICIIL= VG
M) IBRLRAFT | BENDH D, BAOF | EHPTTEL TV EEED
VRE xR EEEY» OMIRT 2 | 2. ARPBH LT

W,

TUAFL YTV
{2

BRERE. YA
MIE MK ORI % 62 9
BENNDDH B, eGFRY
60mL/min/1.73m5
DEREREDDH 2 BE
ANDTVAFL YT

BRE & ORI DWW TR,

BEEP L EE LN

VYT IET Y
> RIEEERPHERS N
BAHENEDH 2o

13. BERS

13.1 E
TINFNE Y RORBEIM-T, BFICEDBRES ML
WY,

14. ERLDFE

14.1 ERIZHIFDER

14.1.1 PTPABEOEFIIPTPY — A 6WMODH L TIRAT %
LOIEET 5 &, PTPY— FOEKICL D, BOLH AL
BEREAR AL, BICIZBAZ2B L THERASEOEE
LEMEZHHET LI ENDH 5.

14.1.2 KA EO LICORTEEZBEH SIS 2 EHAET 572
W, K7z UCIRETIRETH 5, £72. KTCIRATAZEHT
&5,

14.1.3 KENZE-FTTORETIZ, KL TRASEZVLS
s

16. ZE4)ENRE
16.1 MoWEE
16.1.1 BHERS
RIS T VL)L > 20mg (961) KU40mg (9F1) % BEHEROES
L7zf, REMAOEYBEZST XA —FIE U TOEBY TH 7Y,

TNDH 5,

WS N55E %R ST
BHZE,
TUIAT I UE | BRERE, Y UL
R RIAER IMEE % OME I % 2 & 9
BENDDH S,
VF L VFILHESERISE | BERMECBIS2)FY

LOBERRPRES NS,

R Cinax T max AUCo-inf Tia

= | (ng/mL) (h) (ng-h/mL) (h)
20mg | 2,020.1+49.1 ti58—3 o) | 15:475.8%4,413.8 | 13.221.4
40mg | 4,707.8+1,048.3 %fgso) 33,892.0+8,109.3 | 12.8+1.3

(Pl IR, ToadIHRE (B/ME-FRAME))

16.1.2 RigHRS

BEERRAICT DL s »20mg (1261) K 040mg (1261) %1H1ET7H
MREORE Uck, REUEAO M RE RSB 54K E TICE
HEREIGEL, ERMEE L7129,

_2_



16.1.3 EMFHIEFEER

(PYILYILY ~ODEE20mg B3>
T YUY 2 ODEE20mg [H#] &7 VI N$E20mge. 710 AF —
N=FIZE D ZNZNIEE (TINLTIILY > &L T20mg) EERABTIC
MRRREEEO#RS UK CRAKRUKZ UCRA) U ClisEhRE(LAR
ExPIEL, BoNnEYEHE/$T 2~ (AUC, Cmax) IZ2WT
90%(E BB X BRI THEEHRNT 21T - 7245 R. log (0.80) ~log (1.25) @
HHENTH D TRHOEMZNESESHER S NI,

(1) OD$#20mg. KTHRFA

HENTA—F BEIING A —F

AUCo-ss Cmax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
TINHNE
OD%£20mg] F1#) 17817.94+4198.3|2133.3+401.4| 2.7£0.9 | 9.9%1.1

7 YL $E20mg [19050.3+4403.7| 2459.84+417.0 2.2+0.9 |10.1+1.0

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

(ng/mL)
3000 . "
——7 VLY LZ L ODEE20mgl H 7
2500 —O0— 7 UL EE20mg
Mean=S.D., n=30
i 2000 |
#E
H1500
b3
% 1000 |
500 F
0 . . . . M%\.
(4
0 3 6 9 12 24 48

FEf (hr)

(2) OD#E20mg. KiZUTHRA (77 JIL/\EE20mg(dK ThRA)
HIEINT A =4 HEIINTG X —4

AUCo-4 Cmax Tmax Tin
(ng-hr/mL) (ng/mL) (hr) (hr)
TINHFNE
OD#:20meg[ F#i 15744.0+3863.9|1891.7+412.8 | 3.0+1.0 | 9.8%1.0

7 Y VN$E20mg [16440.1+£3686.1]2055.8+508.0| 2.7+1.2 [10.0£1.1
(Mean=+S.D.,n=30)

(ng/mL)
3000 . N
—— 7 LY LA ODEE20mgl H T
2500 —O0— 7 U E20mg
Mean=S.D., n=30
1 2000
HE
‘EP 1500
b3
13 1000
500 r
0 N N N N E\H#
0 3 6 9 12 24 48

FfE (hr)

MAEFBEN ICAUC, CmaxZFD/¥7 A —413, #HEEOBER, R
DPRAUEEL - WS ORBSMIC L > TRL 2 WREMEN D %,

(FYIWBILS ~ODEE40mg [B57)
7YYLy »ODSE40mg [HHT] &7 VLN 0mgsE, 7 0 A4 —
N=EICEDZFNZNIE (7 VT ILY > & LT40mg) BERAETIC
MERHEERRORSE K CRAKROKZ UCRA) L ClsEhRZ (LA
EERAEL. B6N7-EWERE/SS X —% (AUC. Cmax) 12T
90%(E HEX BIiE I THEHRIT 21T - 1245 5R. log (0.80) ~log (1.25) @
HENTH D WA OENFHEFESTER SN,

(3) OD$r40mg. KTHRA

HEIST X —% BEINT A=

AUCo-4 Cmax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
TINYNY
OD§t40mg[ H#7) 32038.2+5389.5|4156.3+£697.4| 2.6%£0.9 | 9.8+1.0

7 YILN$EA0mg |34108.8+5342.5|4532.4+£775.7| 2.2+1.0 [10.0%1.0
(Mean=S.D.,n=27)

(ng/mL)
6000 s .
—— 7 L LA ODEEAOmg A 7]
5000 —O—T7 VL 3EE40mg
Mean=*S.D., n=27
L 4000
i
13000 -
b
H 2000
1000 f
0 N N N N E\!\gg
0 3 6 9 12 24 48
g (hr)
(4) OD#E40mg. KU THRA (77 YIL/\EE40mg(3 K THRA)
HENT A =% SBEING A —H
AUCo-48 Cmax Tmax T2
(ng-hr/mL) (ng/mL) (hr) (hr)
TINYILEY
OD$#40mg[ A %) 33980.9+8196.2|4173.6%£930.4| 2.8%=1.2 [10.2=%1.1
7 Y VN$EAO0mg |36862.6+£8004.514646.7+1006.3) 2.7+£1.2 |10.2+1.1

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

(ng/mL)
6000 . . .
—— 7" LY L4 ODEEAOmg [ H 7 )
5000 —O—T7 V)L EE4A0mg
Mean=S.D., n=30
1 4000
13000 ¢
b
B 9000 +
1000 |
0 L L L L M#ﬁ
0 3 6 9 12 24 48

HEfH] (hr)

MEEBEL CICAUC, CmaxFD/87 X =413, #EE OBIR, (KK
OFREEEYL - BEEORBFMIC L > TR DWREEDS D S,

16.2 IRUN
EEERLA (1261) 127 VUYL % v 40mgk BREDRS L, REL
EDCraxs AUCIZHEE RIEE LR EHE LT, ZnZNn3.0%. 8.4%
B LD,
16.3 3%
[“C] 7INMH Ny > %0.3, 3, 30pug/mLIEETE MM L 728,
WINBLEEBARIZ9.5%TH - 72 (in vitro)¥s
16.4 X
TINHIY VIIBREEIC KD RBEPIM-T 12, 720 CYP2CoIC L DR
FOM-TICRE SN2, 2B M- 1 KUOM-T OAT ZEAOHEER
WBRZAEDF1/1,000CH > 7= (in vitro)?:19,
7 YN H Iy VIECYPIA2, CYP2B6. CYP2C8., CYP2C9. CYP2CI19.
CYP2D6. CYP2EIK U'CYP3A4% [HEH T, CYPIAZFEE Lo 72
(in vitro)? s
16.5 HEtt
RIS T VYL > 20mg (1261) R *40mg (12641) #=1H1E7H
FIRERORS Uk, fEERS 51688/ £ TOREED BRERF
HEHRIZZNZNI5.1%. 14.6%TH 7%,
16.6 HEDERZHIDEE
16.6.1 BEEREEEE
RADBHEEDIEE PR 5 EIMERERE (eGFRE) A815~304KH D=
EEREEREEZFM]. 30~60RHOHEEBEHKEREEZLN. 60D LOIE
H~ BB RAERESRYF]) 127 VILTILY 2 20mg# 1 HIETHERER
O%5 L7-k. BADIETE ~BEEREREE & B L ChEEEREER
EEZEDCraxn AUCIZZNZNIT.3%. 16.7%1HEIN L. EEBEHERES
DCraxn AUCIZZENZN8.9%. 39.3%HEH1L 7210,
Flo. BRAOBHEREZ LS BMEEERSEZ /R E LIZEHEICB LT,
FEETREREE 26)) il CEHEEHKERES (196) ob
S 7B MR EYEEI335.1~61.3% ML, EELZBHRERES
(eGFR™D AS15K3) (461) @ k5 7 B4R 38 EE 1X51.0~91.9%
HEimLz2, [9.2.1%8]
*1) HF#EDeGFR (mL/min/1.73m?) =194X Cr'®x Age %7
#ZHDeGFR (mL/min/1.73m?) =194X Cr !X Age 07X (0.739



16.6.2 ATHsEEREEERE
A DEE ~ FEEAFHERES (Child-Pugh™ 237 »5~6D1
FERFRERERREEOO]. 7T~ 9N hEEATRAEREESH. Ft166) RUEER
B (1661) 17 DTy > A RFY I &L T40mgZSHER
BROKRE U7, BERRA & U CRE AR EE OChadd
7. 7% WA AUCIZ27.9%IE N, & AT B AER & & O Cuaxe AUCIE
ZNENIT.9%. 64.4%EM L7 GHEAT—%). [9.32H]
E2) EULEY, PAT Iy, PTUZINR, FFHEERGE,. BEAKREDREE

o AaATIET BN

H3) 7YV LY OTa KTy FE (ERNRER)

16.6.3 Sp&
R ERE (656D E8SELIT. 2401) RUFEmMhE (187% Ll L454%

BUR. 2461) o7 YLy »40mgx 1 H1ESHMREREO#R S L7k,

EEDOCras AUC (WEBS,68HE) 3. ESHEHELTZ
nen15.6%. 9.0%mA L7z (SEAT—5),

16.7 EYHEEIER

16.7.1 Z)LaFVY—=)b
R (18f1) 127 )LaF Y —) (CYP2CORHERH]) 200mg# 1 H1[E
THRRERSROT VNP ILY v 4A0mgx BEEOMAKRS (713
Vo VIRETHE) LB, 7ILH LY 2 DCraxn AUCIE. BihIRS
BEEHBLTENRZN14. 1%, 42.1%EML 729 (AEAT—24).

16.8 Z0fth

(FZIIWHILTODEE10mg [B%])
7 VWY Iy »ODSEIOmg [HHT] & [EEPRZ 2 EOBEMA O
EMENRSEERBET A RI10 > (SHRE3AI9H  EARER03195
19)] KEDE, TYLYILY 2 ODS0mg [H#] ziEEalE s L
oL &, BEHEBEHICEOSEEMENICEE L AR SN0,

17. ERRRNHE

17.1 BN UTREMEICET 5558

17.1.1 EA% D 18545%
BAD 1 BT EAREESMEERE 2 0RICT LTIy o &21H]
E12EMR O8RS L. 7 7 e A BB EHBROBRIIUTO L
BOTHH,
b T 7 BRI M EALEE) ZWThOREERICBNTYL Tt RiRE
BICHANEELZEZFRD 65N (p<0.0001. *HBE).

b5 7B EAME (mmHg)

BE58# n |JL5RHA I e

BEHiE | EE BE5RiE | EE
FSuA (82010084421 4.129.125 [160.0+7.66] 8.2+ 14,635
7 IV - 3) _ 3)
7% lome |B3100.24.07 -10.87. 76 [158.5:£6.96|-17..6 14.20
TINT N leli0] 544.721-12.5£9.60  [159.26.71|-20.5%13.71
% > 20mg
T IV lel100.4+4.14-14.3£9.92  [159.2£7.04/-22.2+16.83
% >40mg
ST
y‘/ v — 1%4) _ +4)
3% la01.044.20-10.910.1320)159 6 £7 68 -18. 3+ 15. 88
~12mg512)

##1) LOCFi% (Last observation carried forwardi)
H2) ZEELLTRELLHTH D, MEHEN L HESTRBETIEZ VL, (1
H1[EI8mg % 4EM K& ' 12mg % 83 51128 M#5)
##3) n=80. *¥4) n=81
(P fE + 2 RF)

BIfERRIREE X, 7 VL5 Ly »10mgik 58 T15.7% (13/83f).
T VYL 2 20mgk 5B T16.5% (14/8561) “RUT7 YV IILHIIL Y >~
A0mgH 5B T13.4% (11/8261) TH - 7z. EXBIEAIL. 10mgis
B CRPMEGHES.6% (3/8361). 20mgik 58 TIEHE O £ 12.4%
(2/8551) R UIAF 7 L7 F >k ARFF—EHEM2.4% (2/8561) T
Ho7, [7.2H8]

17.1.2 EASE MAEEER
D 1 EXIE 1 EREESIFERE ZNRICT INI LY VR ER
IZ1H1E20mg (8ER) K U40mg (83EMR) DFt16EMKRS, MITHh
YFHNY Y T UF e FIEERIC8Mg KR U 2meg & F—EIC TRO
BE LI —EEREBHBOBREIUTOEBD TH o729,
NT T REMMEZ{LE (LOCFE) & 7YV Ly V58
(n=311) IKBLTHRBEHEOANYTHLY Y YLFEFILELGRH
(n=309) ICLLRERZENRD 5Nz,
mB. b7 7REMMEOCRSHIE GRRE/IGER  FHELIREER
) 3. 7YY LY v EEE (n=313) 14£100.3%4.26mmHg/160.0
+7.70mmHg. # > TFH LYY Y LFELFUEEGE (n=309) &
100.4+4.11lmmHg/159.6+7.27mmHg T& - 7=,

b7 7R EEALIME (mmHg)
2 ET T I

@Y [pRER & [EmEY
5 58k
2% 0%
5 20mg | 11-0+8.87 -19.9+14.30
B2 FHIL ~2.0 2.6
PSR [-3.21,-0.69] [-4.62,-0.60]
b 5 | 9:0£7.43 |p=0.0024 -17.3£11.75|p=0.0109
8mg

b T 7 EEEAIME (mmHg)
R
ZLER  [pEEY

HER XA

E(LE™

‘ﬁﬁa‘ﬁ%m)

HEIGARL (RIEFHTR)

7Y
& 20~ |-12.4£9.87 -21.8£15.30

4.4

40mg -2.
BT [
vy v
FtF 8

[-6.53,-2.20]

p<0.0001

-9.8+8.50 |P -17.5+12.69

~12mg

1) PHE R REE

F2) BEHIOMmEERL = VIEEK S RORSH 2 MU AR E Lz 2k
BB (FREHOABEAFHEORSHEMZED AHEME.
[ ] 1ZTRI95%(E REX )

BIEFRIEE LT VLTI Y D BEETT7.3% (23/31361) TH -7z,
FEREERIE. 7YV LY BT REREML.6% (5/3136). &
Rtk £101.6% (5/31361) RUEEED £111.0% (3/31361) TH-
7‘\:181D

17.1.3 EREMEAER (REHZSHER)
BAD 1 B 1 EARESMEERE (3626]) ZHRICT VLTI
% >10~40mg (10mgk VEA%A) %1 1ES2AMBEMEORS ., FIRE
FERUE AN > 7 MEFRA E RS LIcEE, W NS LE LZEER
Brgoeni9,
BIEFAFEBUERE L. 10.8% (39/36261) Td -7z EaBIERIE. ME
1ER2.8% (10/36201) . 1B £112.5% (9/36240) K% O FR R MIE
1.4% (5/362(5) TH -7

17.1.4 EME MAEHER
BAOMERMEERE 256]) ZHRICT I VT LY »20~40mg
(20mg & D EARE) #1HEQERREOHRS Ui, 28 Lz BEDRY
Bonio,
BIVEFRTEE L. 4.0% (1/2561) TH -7z EREIERAIE. AR
B K REERIEINA.0% (1/2561) KoM v~ L8EHM4.0% (1/25
Bl) T -7,

17.1.5 EASE MAEHER
MAOBRE % > BMEEEE A1F) 2HRICTILTLY V10~
40mg (10mg&k VM) Z1H1EI0GERREORS LB, &F LRE
MRBPBONI2,
BIfEFARBUEE L. EETREBRETIS.8% (3/196]) RUOHEETRE
EEETI8.2% (4/220)) THol-o EHENERRIEEBEERE ML
Y L8EA05.3% (1/1961) & ) 7 A MES.3% (1/1961) KO
YEJES.3% (1/1961) TH O, HEEBERERE CHBEREL.5%
(1722(80)« M 77 U 7 L HEH04.5% (1/2261) FEFa4.5% (1/22f1) &
CZEED F14.5% (1/226]) TdH - 7220,

18. EINEIE
18.1 {EFRHEF
TIVHLY LV ET o IFT oy U547 (AT) ZBMEICHEAL
CTF oI T oy N ERER L. EICF OB 4 M IREIEH % 1E 4
5 L& S TAET HZRMMEENOETIC L VEEERAZRTD,
18.2 AT ZBAICHT T ZPEE/EA
t PATRBROEE 2 BEREMNICHESE L (ICfE : 0.62~2.6
nmol/L). AT\ ZBED 6 DfFEEIED THESP»TH -7 (in vitro)'V,
18.3 LZU-PUIFT VI IRICRIFTRHE
R (126) 127 VN4 > 20mg# ] H1E7 RS Uz, 1
ML UWENE, M7 I9FF Y T BERYT Y IVAT VTR
EOHEIAZRD 5,
18.4 FRE(ER
BIEEARFET v b (SHR) RUOBHEIME (2K-1C) 1 XIZZh
TNEENEE U7, 24055 & CREMER 3R L7227,

19. BMESICRT 3 EBIEFHNAR

—MREGH : 7PV IILH Ly >~ (Azilsartan)

{bZ#4 : 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
CasHaoN4Os
456.45

ST
AT :
=

CHE~HEACOBREXIEREOM KR TH S, N,N-IXF
LT7E 7 IFIBTFRTL XY ) —IUIZRRBEITIC L,
I =)L (99.5) IZBEFICL L, KITIFEAEB TV,



22.

ax

(ZYILHYILT »ODEE10mg [B%)
1008 [108& (PTP) x10]
(FIIWHILT ~ODEE20mg [BF])
1008 [108 (PTP) x10]
5008 [10%E (PTP) x50]
3008 [N, EIEAIAD]
(PIIWHILT ~OD#R40mg [B%])
1008% [108E (PTP) X10]
3008 [(NT. HEAIAD]
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T INYINY  OEYFHERBSEDO (7 VINEE L 20128E1H18H

KRR, HFEERMNEE2.7.6.3)

TINYIY v OEYEEHERED (7 VII\$E © 2012461 H18H

AR, HIFEERHIE2.7.6.5)

HNER : MRS EREE (OD#E20mg)

HWNERL : EYFNFREEREE (ODSEIOmg)

T INYIEY  OEYFBEHABBEOG (7 VI NEE 1 20128E1H18H

ARR. HFBERMIE2.7.6.1)

TINYILY OEAKEEICET A2MET (7 VLV 1 2012461 H18

HA&ZR. HEFEERNEE2.6.4.4)

TINYLY v ORBICET 28O (7 VIV8E 20124615 18H

AR, HFEERMRE2.6.4.1)

TIONYNY  ORBICET 2MEHQ (7 VN 8E - 201291 H18H

AR, HFEERMIE2.6.2.1)

BRERRE B ICB T BB RS (7 VL NEE | 20124E1

18H&FR. HFEERMIE2.7.2.2, 2.7.6.16)

TINYINY  OERKRBEEBED (7 IV N8E : 20124E1 F 18H &R,

HEEERMTEE2.7.2.2, 2.7.6.30)

FHRERRE 2B 2 BB EHABAE (7 2L/ 8E @ 20124F1A18
AR, HFEERMEE2.7.6.17)

TINYINY v OEYBREHEERED (7 Y NNEE - 201291 H18H

AR, HFEERMIE2.7.6.15)

TNAFY = EDOEMBEERRESE (7 UV 2012415

18HA&R., HFHEERITE2.7.6.18)

HAER  EFENRESERER (ODSE10mg)

TINYNY v OBERREHED (7 VIINEE © 2012481 A 18H&ER.

R ERMIEE2.7.6.26)

TINYIY v OEKRRERES (7 P © 201241 A 18H &R,

HEEERMTE2.7.6.27)

TINYINY  OERKRBEEBAED (7 IV N8E : 201241 F 18H &R,

R ERMTEE2.7.6.28)

TINYINY » OERRBRERAES (7 8E 201241 H 18H &R,

RS ERMEEE2.7.6.29)

T IV v OBEKRRABEEEO (72U $E © 20124E1 H 18HA&RE.,

BB RMTEE2.7.4.5)

TINYNY > OERFKRBREBRBAED (7 VIV 8 © 20124E1 F 18H &R,

R ERMTEE2.7.6.30)

TINHINEY OEBIER (7 VIV NEE 1 2012461 H18HA&RR. HIFE

BERHE2.6.1)

TINYINY »OEEERICET 285 (7 0V : 2012461 A18

HA&ZR. HEHEERMEE2.6.2.2)

XakERERUEVEDEE

Ak at LB

T994-0069 WERKREHFMHR_T H3FIS
TEL 023-655-2131 FAX 023-655-3419
E-mail : d-info@yg-nissin.co.jp
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