2 ET%: A0% i, (Edarbi® tablets 40mg)
3 2% 80% 5. (Edarbi® tablets 80mg)

A %5 FF R fé *
2 iE’J-' “4_40% 7. (Edarbi tablets 40mg) #% % ks % 02575655
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B %% 80% 7. (Edarbi tablets 80mg) fir¥ &i‘h‘l - 0257555

2. BEFzArEEs

T %4%_ 40% 3. (Edarbi tablets 40mg) # #4243 3 40 mg ¢ azilsartan medoxomil (47 %)
3 F'l“%i 80% i (Edarb1 tablets 80mg) # 44z 7 7 80 mg iH azilsartan medoxomil (47 % ) -
WwF BB FEFE  FEREY 61 & o
3. A3
4x A o
9 ¢ T HTY ¢ 2 FA4H 0 L 7T.6mm - & B FASLJifi'T—t’nE"Jp F40 , 3 # -
B4 D476 4 2 FP5RA > B4 9.6mmo - 5 & TASL, 40 T - @ d T80, F 4
4. Tk # i
41 R RE
SRR R e
42 ME2BFS
HE

BHRAH AR L E X - S E S 20-40mge F ik A TRA F BAEAE R A AELE I - S Ex 80
mg °
2 PET AR FRITE A AR P Bk > 4 EET RIS A ok o
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# £ < (65 #rit)
XERARY LA RAFAFALRHE GFERY 52 &) > REFRHL (275 ) Vil G M
B2 B F&F A R 20mg HARA AR o

Fri 2 2

FRAPEIRIDERTHND 2E AP TRH L DGR &l s GEERE 44 & 52 &) o
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S
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GFRR ¥ 452 5.1 &)

44 PHEFIRTPRILEA
St E — F ‘1’«:.%1?5% — fE Hfk % b (Activated rennin-angiotensin-aldosterone system)
B FEAETHAPEEGTE & F A —EEM R RAAS) S 4 (blheh s &
INERTHN 2ATHRRE IIia L) o g%?ﬁg‘t" Gz B Bldog "F? 4(‘%% i pE e A
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BEre%rs 30 ¢ B R %-f FHAF L 5t (renin-angiotensin-aldosterone system, RAAS )
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f)j%4ﬂﬁﬁ(??%‘ﬁhﬁ i) GGFERE 53 &) -
WAy kBt BT E I X MR
ok iR LSRR L AT PR LR M B2 GERRY 43 &
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Azilsartan medoxomil ¥+ % % 2 #5424k iveni 4 BT 25
“wﬁll\ —&r’;\sﬂ'l’[’j‘ﬁl’?4 a)‘f’%}%ﬂi&“va‘ﬁlkﬂ e ‘Eg
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rjﬁ Zeh#Er > £ 2 J SR04

w0 i 7 i #_azilsartan medoxomil 4 57 4 ¥ it 4

PRS2 TR A (FHES 53 &) o

HE SR 2 BRI

LR 34

FrPHPER

Tk Ese ALY b
TR 2 h FI g e R i
RFELER o R AR LF
42 > Edarbi 20 mg £ 40 ~ 80 mg #| &

YN SES
40 22 80mg M B2 FH o MF LF iR IABT AHIF FFERIAIT A o Y TIEF R
ERFAEIEE YL C1/10); ¥ L (=21/100 2 <1/10); * % & (=>1/1,000 2 <1/100) ; F
£ (=1/10,000 % <1/1,000) ; #&F & (<1/10,000) > & 7 fbp=3R2 o a4 F e > BRI L5 Rihfkd
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AR RA R ¥ 8 2 P
& F AR rFL o R
PR AR ¥ i
? ¥R wlE
AEE AT R ¥ *F R A 7 (Rash) ~ 43 7 (Pruritus)
F A w F |-k *i (Angioedema)
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- bR R B S ERR R 3 ) s
¥ A L N
PR ek *F R n ¥ VR BREL eps S B
2 F A PN i B
A e /B T
FE 3 AF RRP
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BRSO Ao en® FAIHE B - R s b TR b FRET S eF L 5 BT R
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odh 12 A ESA 2 0§ o5 A 0 gl Al B R B % - R o P EOTE - BR s 0 b WS
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il 4p
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AIH PR - ik R L R B R AR (A BT g 3 g ¢ 1% ) -
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A A 2k g2 i@ 38 (Reporting of suspected adverse reactions )
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FEEPELIFTBOAMT U BLAFARER S EF UHBFEL LR 6T §F R
FPROER - FREFAREMRREE T2 REF I UL B LM A DT LF o
49 FrEE

R
FRERE i o B R hd R AT LK B R PR o BB R PR B TR SRR
SR AT R

% &% -« &= F i 320 mg azilsartan medoxomil 2_ #| & » &5 7
AL &

FAR L B B AR 0 X
azilsartan 7 € 5 d 3 {74 ‘%
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5. Fmgpy
51 Fwgpf
Bfeos g MER YT F —n F U E —FERM K S(RAAS) - B F iR I aRE 0 - s

ATC ##% : C09CA09

T

azilsartan medoxomil ¥~ f& v JRF »cinwh Sp& > ¢ Poif 4 2 E 2384 azilsartan > azilsartan € iE 4% 1%
Womgte §ocid I 2 S fpeaman AT, SRS S - A sErd (70 GRARY 52 §) ok § s
F I AT % — o R —FERR G SU(RAAS)Y S & cnd BRA D B IE% & 70 B g TIRpE AR
Hg \;U‘fr%}ﬂ%i s IS R > B A B TR ST o

e AT, 248 v drdls F i UHT R RO w GRS - R Jﬁ%"% Pt el A
gk Il s @ kR & @ E 4 azilsartan e0"F 5 R IEH o

RS R

7R ERBERA Lo 5941 = & B 4 (3672 XA A 7% V801 i85 & FA > 1468
P BV RES ) EFER  FHA T 051% 591 026% 5 65 Fud (5% F 75 k)
67% 59 A 2 19% H 2 4 o

2 L 6 TP ARER E& &Li‘"i"}' (RN F Y] ‘ff"}‘é'f'* VR B R TR o B EERAL 0 R
e i BRE PR (ABPM) P 2 JpER BT IEE > AR BERPIEZ S AL B 8% A R
FERATE D FAT T Lo gl th s g ?.5—‘7-”’4;{80 mg mﬂz.qﬁ@ "% tg o Bg ¥ < 3% olmesartan medoxomil ¥? valsartan
B PUBRE ik o

% BA PO | 2% | BEZ%_ | OLM-M Valsartan
20mg 40 mg* 80 mg* 40 mg* 320 mg*

iRFER R
TR 24 P RAT30E  AREIT S 6 T hd ] T2 Ti5 (mmHg)
w1
eRERL®r | 14 | 122+ | 35t | 46t | 126 | ]
W% 2
aagmage | 03 | - | a4 [ aase | 20 | 102
£ RR A ¢
PEREZ TR ARRIY 6 FPMhE ] T3 T3 (mm Hg) (LOCF)
Wk 1
pagmegr | 21 | a3 | aasc | oa7et | 149 | -
W 2
gaERagr | 18 | - | aeart | 67t | 32 | 13

OLM-M = olmesartan mcdoxomil ; LS = least squares » -] L =

LOCF = last observation carried forward - # {5 L% (8 38 5

£ 00005 ki FiE S A4 BT FAT HELE

T 4 0.05 W"’}\—g‘ﬁﬁ WY B RES G REFLR
##Em 2
olmesartan medoxomil £ valsartan B|~ %/d 20mg £ 160mg #3# I 40mg £ 320mg -

A EEHRA  ETRA AR kY NI 2 s SR R fos B F o 2 7% olmesartan

medoxomil ¥ valsartan 8 g 4 F o 6 5 3.0%33% 22 1.8%; 5/ A~ B 5 4.8%55% & 7.6% >

Aoaw g B AERALEE 3.5%24% ¢ 1.1%

% valsartan 2 ramipril sPE L R B ERAE > B BTV £ W AR s Boc kT Al o 3 @T®

gevyeed 4 5 (1.2%) 1> ramipril (8.2%) ©

Azilsartan medoxomil #7%% B 3c % Addr 2 TP B4 DI > T3 4 PN i

medoxomil % & R E* & 7 AFEB 24 | PR E F"*h? 1:_@@%{&5&

BEY 9L 80% Moo

R BTG 6 B BRABER > L AFIRG FELF LR

e Ry N R T TS I P VS e PR Y S e
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=l 22 A %JE_ o % 2 ¥ Edarbi eh#|€d 20mg ¥ 40mg #41HH I 40mg & 80mg

FRE 42 &) cdck H B Foleigd [ S MRBAME L F i B g s > B2 A p L DR
Pl g i (PR PTRERE FRM) -

AP E b B W E B S B FT%: 40 fo 80 mg & * 4% i if L ¥7A) (amlodipine) £
thiazidetype #g |/ (chlortalidone) » ¥ it~ # 4 /& - & 5§ Meh72 AF 2o F R~ M BE L F
SRR o AR RO H i v b T O ok IR S TV ) FRAIPE > @ S g P H b
» LR AR -

PRIty Sfook fleps o P ER
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F 7% e QT/QTe 38k » itk & A X éi 3% % > #® & azilsartan medoxomil ¥#3 QT/QTc R Ff 4t
320mg R E T gL QT/QTc B H o
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SEEEE TR

P

é 77 gy | o T E FE 587 azilsartan medoxomil
# i T (Additional information )
terd 8 % A s A Fe ¥ R 278k £5% (ONTARGET (ONgoing Telmisartan Alone and in combination
with Ramipril Global Endpoint Trial) 2 VA NEPHRON-D (The Veterans Affairs Nephropathy in Diabetes) )
e AT B F TR O pE R AR(ACEDE & B jeiEd 11 % MR ETHR(ARB) & % chiA) e
ONTARGET #4425 § v F &%k F s ~ A AT T ARBFTRAG T ROP - AMGpp » e
{7 ek 3#% © VANEPHRON-D 24§t & § % = 34 fjp 2 4 fp ¥ % (diabetic nephropathy ) e
A RERE (T YR SR SR 0
AT R H fp i R R M AR 8 0 s EUTHETG 2 ()RS BAb R o B TRk Rk
@%ﬁé&%%wwiwi%*%#' Fanptl iz L HFLARDE ko

® 1|8 Ap 02 ch#E F F 22 (pharmacodynamic) #4 ig it B R B H & 1 F Tl iﬁ’? 1 e A
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ALTITUDE ( Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints ) Tk 3&
B A - AR 2 /5 R PR R TR e BB i 5 4 0 B2 f # aliskiren /?I‘ dv st
B leiE R i pEFr I RI(ACED 25 F i 1;7‘% IT % 88 1 S7H(ARB) % 1R 30 2 F enF oo 2 Tk 385%
Fi A AFE %Pk ’ﬁﬁg‘*tm:}iﬁ- ¥ 0k o % aliskiren F AP A e H oo n ?fl}?ﬁhﬂ 3¢ B E‘I‘u
Hehp b REE AR 2 boaliskiten 272 LR 22 FEFRF LA (FLH S ML BRETHLT
) wE A e g **ﬁ‘?%‘ o
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CIREEE > B i s jTiB AR Y o azilsartan medoxomil § iU iE ALK E DL EEIRA o JIIR A0 0h 3RSk
carboxymethylenebutenolidase £2 % if fr3+F%A2 -k f2 (% § B o 2 “b » azilsartan medoxomil -k fZ =
azilsartan i A2 % 5 ]J%ﬁq i
S
1345 azilsartan Jﬁ“é B v JR¥% S azilsartan medoxomil 2 {5 enBF A T F FHE S5 60%-
T JR¥% A azilsartan medoxomil 2 5 0 % % 1.5 1 3 /] g p ¥ 3|iE azilsartan 2 # B o jﬁ«%)’i
(Cmax) - &4 7 ¢ B azilsartan 3 87 * & (4B ¥ 42 &)
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,,~ i iadE - 7o
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TAE RRFHARRF -

TAFLER LR S B F ad g
o B TR A 4§ B e
)7?‘ EfRAERL A -

f\lg;;;};; AEfEED AR .
B AW ) E R EA S A

o féé_ifg&/é}%%@%%ﬂﬁﬂr%ﬂ s gjﬁ\;,'; ‘J__“_ﬁi%"‘s
kR o T RA R “% kT IR pE T F P EE L RIS

B4 R T BRI

3 Ao BT R ,,,jimﬂng1/i\a4n3€ﬁL%ﬁ|"). {1?1(1ﬁ‘§§$1"
ﬁa o] A 2 _E‘|b_“_?-1(1ﬁ—§ I

i"ﬁ
SRR FRB GuE T > T P ETRR R A
]
oy

azilsartan fr M-II § 3 %54 > 7 GRE < B i@flip R 2 g A Tef 549 et 5Vt o a4 7
FPRRA o MR E TR X R X RRGRTY LB R EREAT R E T
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R oh sk AR azilsartan 22 M-IT§ RR G2 ApM 4 ¢ UTHE 122 #g > & Azilsartan medoxomil,
Azilsartan fr M-I1 & @ R f 8% ooz i @ 46017 - 44 ¢ 48 % & (Structural chromosomal aberrations)
P e A & Bfo] BLE RBE2EHG
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6.1  RARGE

Mannitol

Fumaric Acid

Sodium Hydroxide

Hydroxypropyl cellulose

Croscarmellose sodium

Microcrystalline cellulose (Ceolus KG-802)

Magnesium stearate

Purified water
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