REEABELERRGTARNE] &

it 114 ST RHERNAR—FZ 396 % 11 4
BEEA LS

F32 1 02-87977100 44 813

& E @ 02-87972746

SXE  BBRIRA

#xaf: FERE 14459818
BXFIR EeFE 11408061 5%

t: 1IN ]
FERMATALEIIEERR D L8
M4 AWM EHERE

X5 IANEREZ B L E 4% 40 £ % Edarbi Tablets 40mg Z 6.4 % £ &
’ #&a%ﬁﬂﬂ& o
R
—~ ANIANREZE LG TP A0 £ 7 Edarbi Tablets 40mg (#5F
BT E 025756 3%) AR BRAKALET] 0 RERE
=~ & #4FE 1139092376 3 = 4% & W % Edarbi Tablets 40mg
B TeoREREARAE, 84 TREEABEL
BEMARLNS " MERFEXBHLHBELTOLAARBR R
HA#3E s CHYEOISB AL » REMBEH LM CERGE -

B il SHFRZA BHAY: iﬁﬁ BA 7 E
BAEK ﬁ%%iﬁ$ém&$ﬂﬂﬁﬁ ﬁ&x%'

iy

$85 %%@ Lidi

¥-H #-R






1

R ACICTEre

I b e A AP I L |

e LA

e P b At

PR

T R
PR Pt (X Py T i

Ak

N Iy
Soa B0 888

M LR YO M R NI YR
i § b i e d e LTy LR E Ty Lot L T

TPL S AT, ]
e b i ies

o AN Byl i Pl By S A e b T P AN A p T B0

[
tel

@

LI, ] ® & .8 K. h & & &

2
: ]

g
Fw
o
i
e g
i

; ®
&
e
i‘%
&
&
&

P LAk pETe 40 £R
EX 4

EDARBI Tablets 40mg

W OB sasaumaren BB LR

M OB s L RN T4

QR A 21000 8/4 - EUY A1

R F:

Each tablet contains:
Tak-491 (Azilsartan Medoxomil {as potassium salt))...
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545 F®4% 40F &, mdarbi ablets 40mp)
5-7 "T’_®§E 8 O % i (Edarbi tablets 80mg)

ARAGBBRAER
HERRFTR025756%

HEEWRFF025755%

2. HR RS EER

543 -F2%% 40% A (Edarbi tablets 40mg) & # 42 &l 2440 mgtiazilsartan
medoxomil ($75),

%% 742 80% A (Edarbi tablets 80mg) & F42 #1474 80 mg#yazilsartan
medoxomil (47 ),

W ERYAGTREE, HFME6.1H,

3 ik

s2Al,

bEEBEaEZBHHEA, A2 7.5 mm, —@H [CLR| F4#, 5—
@er A [40) F#.,

He LA aEXMBER, 24 05 mm, —@A [CLR F4#, 5—
@A [80) Fik.

4 B
41 ARG
SRR,

4.2 FELLRT X

BE

BRRBHFAER K, 5K20-40mg. ERAABRARBALRHE,
RXEFEHFR—K, HR 80 mg.

BB TARANBLRAERNERER, 4@¥TEIARAHLR,

Eiea¥: %3

EERALAGRFNLETALRLHT(HEMES2H), Kadiha
A= T5R)THAKZEZ AR, TAEUL20mgAREFE,
BAETE

HaBEFEAAEATYERLRAAET AR AL, S/ U
A(F 58 F448520), o R EH&EHSazllsartan,
BEIATREFHETLRALTHERE,

Vind

HARLESFFRAAEATNETLZAA, LR A(HS
B F4.4528),

WA RERTEHDERLRAARBLFFEGERAR, ABRAE 0
B, HTHEA20mgh At (£ F5.28).

BN EHIELT

TiALENZAEARKBZRA P oEt, BERAHH AL
@A), LALBFENTHERERLTFo%, 4R U20mghiets
REGHSHF4485).

A

ZAETALRE, REBRABMBEAEZAXF(HLBESLH). £
A BB ETRATHRAS R AT E T H LT HAACE), &
ELABIAGER, B, EABALRRE L8N, TREFE2EM
B F R AR,

P £ i

BFEst AAFRO0E<IBRAEHF S FZ R SMARY, GRAD,
SEXEl ok

BRI

BFFo AR A, TRAWRTBIBR (5K F5.28),

43 #®2E

- HEERBARETRUE B,

- £EZ2RPHLEHSMEL4R468),

- A4 A A& B A aliskirten R 5 R S A EEAR AT HRT L
# A(GFR < 60 mL/min/1.73m?) (4B #$4.585.16)

44 %ﬂ\%‘%&&}ﬂ P 3 ¥’i

systemn, RAAS)

EhERIATHEABRBT L 2T UEE- BEMALRAA)FH
HRAPILERE-CESD EAFIRTLATHRAEAA), RAET
YELAGZEY, HllaP g TR T H A (ACE)RATIEE
[[$8EHA, T LEMKLE, Rbi. V&R EAHATELEE
AR ERE R, £EHRE NS A TR AL BIAEAS TR,
HRGETRADTETIETSL, AR SRBRTHRBRFEZS
At BB ARYIEER, OB R (A £ 4.28528H),

A2 B b AL B K AR b AR B B R A, 18 R BT AR RS
AR TR,

m&m

HRBAT, S0HEAACEL 25k s EIIZ 84 HH K Saliskiren A5
ERL et ok, SRAVEAEDETR(OEELERE)Z AR,
HOAR 2 % A4 42 FAACEL & W as E 114 ML 5B & S aliskiren A& 258
LRV ETLERAAS(GHS B B 4.585.15), ERALEE AR TS
B, BENBERAAZTS ., TRE A LR, ACEIRaEiHEFIILH
& HE R A A PHE A #4875 B 7 % (diabetic nephropathy)# A
BEBHEAA

B AT %) B AS ML A R AR ) B 47 -F-o52 AT 2 B
HAETE
HAFREHFIEAAERATIETLZAA, FTEREAGSE
B #4.285.2%),
AEEE i B R E A A (Flde Bk, BURRRAZH TAREE), M
BEBFREHE TR E AR BER, HEETHFFoRZ
i, BAKEA TR ZME, RARGEETHBEALF 4R,
&T?E‘I# uzmy&ﬂ#—#}i

= B IE AR5
#ﬁr#ﬂl%‘# o E WA ﬁ@ﬁ%ﬁ(RAAS)ﬁ%ﬁ&%% HEFRGE
Bl % AT REF ML, B TEHMEA AL RS FF252,
Aty
BRREYET - LG E-S AR ALK RAAS) S L RY44E A4S
%, BR- RO RITH AR, FAAR, S FHRBH RS R LT
A Sk P R B RY (F L), TREIEH 2 BAAGRTE
B EAGESBFA58), 5 BHRTE, BRAR/ZALEERE
z;%/\ Tﬁﬁ’ﬁ-ﬁ;ﬁ%ﬁ%ﬁﬂﬂ.&?i“ﬁu REEE TR TR A,

=k i SR

iﬁ%ﬁ--—k#ﬁ%’ mg&ﬁﬂﬁ-ﬁ'uﬁuiﬂwpemopmc obstructive
cardiomyopathy, HOCM)# AR J+ 342 ],
245

RBEIBM AR EEALTKEEITRERA. HERBZHLBA
AEAREELUCEIZBBE, BTREE M IR LTI
BENSRERE, ERTEMBEALLERFHEME43R65),
28

toR R ek B EIERERA, FAUMHAL R RAEZEI(HE
B #458).

SRS ME
AGGROFYAHIERFH(2IER), LRAREAL" T8,

45 AARESGTIERARLEZ IR

TG

£8

1P S R R T RIS T BIACED, YA B AR SN
T meEE, T KEEISRERATRSFH/UGER, ditsk
% azilsartan medoxomil#fA42 865185, KR AHEA, BLEAHA,
g CERNEES 2 FRE,

ﬁz"x&ﬁéﬁl a!a‘*imﬁdﬁMNSAID [Er’x%& ricox ziﬂr%ﬂﬂ z,mc#%
B(> 3 g/day) s IiBIFHE SINSAID|EY, BB AL RTAL €T3, SLsb, 4R
BB EIIE B R A ENSAIDT A 8 o B 20 AR B AR, WARAE
AR RELS, B, RBELHF MK, AELTRANRKREGHL
;ﬁﬁ-x}:‘aﬁﬁlo

6 A B AR & X AT R & 3o do ST R A

’d‘f')ﬂ{%f?#'lﬁﬁl‘ FHAH. 2FOLEHRR, AAEATRE HE b
SR EAES BT E), THAE L oA Lt BANER & FFR
(S MF4.45).

N

BAKBIEA T, MEARAR—HANIRAASZ R &, &4HEA
ACEL s Bl FIERERA R Saliskiren NS B2 AL F @S
RAAS, FREA[Hlde: k6B, SLTEREHRTH(ELERETR
B2 HEEKFH(HEHPL3. 4455.18).

#azilsartan medoxomil&azilsartan$f Alamlodipine. #1& &, chlortalid
one. digoxin. fluconazole. glyburide. ketoconazole. metforminf#warfa-
rinz e, $ASREA LHEEFZRYLEHA.

dUl B A2, § A% 49858 4 R if Mazilsartan medoxomilZK## Hazilsar-
taniE R (AR B ES26). MK BBEFARATRAAES AR

BT EHEA,
46 £E A BERAHL
24

B2k A e T s IR A LA (G S M F4.485),

FoRmEEAN LA KEFITRERA(FL2EE138R

148),

B 3T # R 345 4c1% Mazilsartan medoxomiléd & #. $H ABMFLA

AW EHLES3H),

HERERNOATHESR, 84S 2 AEALERKSE T HLE

Fral B, IR KEBER; 22, £EHRARR TG T, WA

PR EEFIERERRGRR, REARFHBRLAATAEZEH =

WEEN TR LABMGRR. HETRBLIFLRAEAARCREL 2K

Az B h R, AEERBEM ISR REREFIERERA,

ERESHEEA LGRS,

AP REZDNE AR EREEILRIERA, CoadRamLst(

B K. k), BT BB E)RTER SN (T RE, KRR,

% 57) (3% 2 B £ 5.35).

%% EaeREAa T EEIERERA, UL E
BEETER.

EAREE




R L TIBEINSRERRG R L, METHRR, REmiEKe
B (GAEMFLIRAL4F),

HiL

w4 4% E LA M 42 Mazilsartan  medoxomil® F 3R, HANLE TR R
HEREF P, BRAAALCLARKREITARY, LELRANER
AFESHILAM,

%0 %]

B A& A #azilsartan medoxomil HAMAFTRAGYE, FEAES
BT, azilsartan A% AR ML St X RS L FAE A (H S BI£5.38).
47 HRBBZBWRIERSIGVE

Azilsartan medoxomil $% 5 BB MB N AR LA BE. AaFE
AARBENTRESITE AR, ABEHAEE, BHLES
RBMAEITE L I,

4.8 TEEBR

EouBEREE

BARBAE Y AT F04£20. 40830meAl &, EA R ALE56H,
BEEEeN, AEEEANRE, 25T PRAMYI TR RAAS
SABRREAFE, LHELERZTHESA AU, RTAYREFHLHEE,
RAAGCRGTRERBLEERER, FERELEN, A—FLE
RIS R GRE, BAFOR20 mgRd0. 80 mghl EHRRAMHES
1,

I‘E g @ i'lﬁ

B440880mgRl EXH A, BFEARBRBAKB TS HEATH
MEFT A, EATHHEAEMG, RBEBEHEHS: BFR
(>1/10); ¥ A(> 1/100, < 1/10); 4% A (> 1/1,000, < 1/100); R
(>1/10,000, <1/1,000); #BFE R(<1/10,000), 4FmiRL, £A&H
28 F, REFREBOERERAE, BANEA.

ABTHEH HE FREMS
AFEREAR R 43
RE R TER | KB
AGEAR R i S

FER | B
BEREATHEEF FER | KA Rash). BEA(Pruritus)

FA A2 K BE (Angioedemna)
A B RALEHAGETY | TER | MAAR
—MARRSRELESR | FER | EE AdkE
ToRERR FR | PRBRSAREEAS

TER | s BT HE Jo

PR IE o) BB

HEREEMRN

5 #2426t lchlortalidone®¥, sz ALER &F k7t if o R 4914 £ B RF

RIEmEER,

B R-F*42 bt Mamlodipine®, AR KEHREIAFTAENELR, 2

134&3 % B 4% Aamlodipine.

KT

EMASRYTERHR, E-RrE%E, ALFRRIEARE,

AN E L A &, REMAAR, &R A AR,

Hidechlortalidone, M EABE MBS EAMEEE, EhitbbE

KBEENERERFR AT REETBLBFHBORRER—K

BEMNE—EHLR, HEFOEHR A AR LIRS Lt F?

&ﬁ&ﬁka HEEARYee), KEHHFRIEAT, T€2
b, GRAMAEHRG LA AFRBERESREEME, LR

ZRAHILSFRE ST DL 2] X B RMIE,

&

5 13 Fose b f R BLA.(10.8 pmol/) A8 2 # 2-% (4.3 pmol/]) LA,
foirERbBbA
RHEANBHE—FLEBRRER, bR o h FAREE Y (25
FH Y3 g/IRI%BREMR), T T 2T IS - BB RHRAAS)WK
HEEA B,
BULRRRMBZiBR
BELSRBLFHTEORMUFAERARZ AR ARES Y, T T E
BELZ RSB PFHTERESFRLGOER. BREEABTHAS KGR
[$EEHTRLARARAL] ERIBMTRLA,
49 25 o
A
HBREREHFH, SFTHIRLEARTHEARKRBRPREZ AR, A=K
RRAHHBBARRE, Y2 AEX—K, $X%51320 mgazilsartan
medoxomilZ & &, & F7X, LM R,

£ 58 5 X
EhRAMKERIEAR, MESTRHHLE, EERESRE,

| azilsartan <& 43 dy AT HEr, |

5. RKERER

5.1 EXRUR

BHo8 RAEBMAATE- T RELTRAR., AT RE ISR
#AL

ATCH.%5: CO9CAD9

ik 1.

azilsartan medoxomil % —#& O EA AT ETEE R, B Phid 3R A S IR
%razilsartan, azﬂsartan?l&i‘?’ﬁ-*@lﬁﬁﬁl"'ﬂiﬁiﬁ‘llﬁi§ﬁ*&ﬁiﬁ
HATIZRE S, AR EERFSMES28). R TIERIILZE £
hEFRBE-BERALRAAS)PRISGARSE, AEALSLTIK
85, A MEERY AR PO, RBRMAT R K,
FABTATIR#E, Tir 4l et W B FIHT Lo AORBH 4R, 2
Bt R B R Rt RBELaTRE, £/ HFazilsartan
6 F&-dn BRAE A,

BREMHHE

TERBGHBERIZ, AMASUEHEREABT2EL TS
Fo4z, SOMLL TR EB], 14681125 T & b b ) B AT 3044, AR
MmE, S51%%HF ¥, 26%H658 A L(5%AHT5R A L) 6T%HE A, 19%
BEA,

2HEAMCHESMB IR ET RS, U FPRALREFE
b BB AT R, HEKE, RSS2 R E R HAABPM) R
B2240 o BREME, AADHMBNEZLALR, RLTLH
PR ZERAR, FIATR, b, SEF4RB0 mgtiikBBRE
%, BA¥ Kitolmesartan medoxomil$ivalsartan X4 AR 657
£

2R | HAEC HAFC| HAF®| OLMM | Valsar-
& -3 4 | 40mg'| tan
20mg | 40 mg* | 80 mg* 320
mg*
ER 38 F-L- M
R 24 P ARGER 6 BRLGRNFFFY
(mm Hg)
B 1
RER | -14 | -122% | -135* [-146%F| -126 -
R ]
%
B 2
_ER -0.3 - -13.4* | -14.5%| -120 | -10.2
b IEX 4
1%
T2 A RWERR
BRAEZNGE: RERGEF 6 BRLAR DT LY
(mm Hg) (LOCF)
w1
sEAR | .21 |-14.3* | -145* | -176* | -149 -
4 J
1
g 2
fER | 18 - -16.4* | -16.7%| -13.2 | -113
Bz
1

OLM-M = olmesartan medoxomil; LS = least squares, o FEF,
LOCF last observation carried forward, &1 K{HRE
B 005 HRBBATRS U, BELRABEELR
T A 005 MABBITES M, RILBRUARELR
# i 2 ZHGRAKE, F 2 B4 Edarbi OEEd 20mg R
40 mg BHFHEE 40 mg £ 80 mg, olmesartan medoxomil 3
valsartan 8]231& 20 mg & 160 mg A E 40 mg & 320 mg,

ERFRRE, LAEABLLRFHAMNTIRELCLFTE, AAf
A5 RE, BIF P4, olmesartan medoxomil$ivalsartan®y EEH £
5 A 30%. 3.3%8L1.8%; FMH5 5 A4.8%. 5.5%87.6%, MalER
¥ 20551 £ 3.5%. 2.4%F1.1%.
Avalsartan ramipril#) S b & B R ixdg, HB Pk esk
R AR THG R, 5§ Fo420 R B £ £(1.2%) %4 ramipril
8.2%).

Azilsartan medoxomilédG B H# R £ RA2ENMKE LR, EA48RN
# P J A&, Azilsartan medoxomil®) Brfa PB4k Al AL 7T 42 2B 24
O EE G TR R, G R Ao T TR IR AT R AL B AR SE A B K ALk,
#580%4 Lk,

UG E R R6BMARERFER, EABRAARLBRLHLRE,
EERBANELNRER REEAALSERER B RHRA %
R AAR D B ALEM M F4.28). WA Ao FREE



NERERB R OTRG R HA, EEARANERZRL
A& (e 2B 6 B F R AT EAK).,
BEABRHE AL bR RE 5 R FC4240/080 mght A S -TEE
fiL87 &) (amlodipine) &K thiazide & #| & & (chlortalidone), T #— ¥ F M,
A FEMYOTRF L2 FE, KB B0 FIME LT, REAE
Btk BB R-EE, HOFRRAS RO AR REN, GkLR])
HE /LA LA,
SRPMUHATEFCLETRAE BRSTHEFIFE, AT
#,
HuBm ARt EE
HBBHAQT/QTcEE, MR AALKA AL, #¥fazilsartan
medoxomil# HQT/QTch it kAT A1, I & 3548 B -Fazilsartan
medoxomil#£320 mg#1 % & T HEEQT/QTck .

"y P ,
ERERAGHB S R BEERRKONTARGET (ONgoing  Tel-
misartan Alone and in combination with Ramipril Global Endpoint Trial)
VA NEPHRON-D (The Veterans Affairs Nephropathy in Diabetes)) ¥ &
BEFL B oF S F RS A (ACED R 3k B EITE 1 B
BGEA R,
ONTARGETRSH I A AT AMaERA L, XAHMA RS STHRY
R EGERBRAZMAPTEATHEKRS %, VA NEPHRON-DA S+ #
EHF —RBERABFERAFTAE (diabetic nephropathy)#9# AFTiE
1T e9EE R E R,
REMEAERAERRER LN HE W50, EHFRAFTA(
H)KaRGEAR, FEEARBETAELNTRA(R) CREHLR
FeR TR AGH LERLABFELGLA,
# & 5| ARG8T K 4 3 40 (pharmacodynamic) 43 HE, EEEERE L
e U5 F AL BS 4 4 B) (ACED S o B 455 F T2 A2 PR B 7R A B,
ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and
Renal Disease Endpoints)Es K887 8 3 R4 HF B RA LRI
ERA. AAREACLEERYAA, FFXMaliskirenF i o F
KB ERICSHFHAACED AL TIEFILNENAFRLLAZ
rHER, REASBRAATRARGEROBRE AR FHIE, £
aliskirenfA# ¥ A RARR, A AaFARATATPRAREB ELAR
% # feda ¥, B iEaliskiren®l ¢ FRFHR B ERRFHBR (5 04,
Kb BEFHERL) S LM EERE,
52 Ehe) 1 PHR
O AR A 14 M5B8 B 1 ) K i 18 42 Pazilsartanmedoxomil € R & 2 KR
A& B azilsartanf 9~ &M 5 % carboxymethylenebutenolidase
B AT RIS K MAE A A M, stk azilsartan  medoxomil R A&
azilsartan® 82 & o JEEE 85,
B azilsartan®I o 58 A &, TR Fazilsartan medoxomilZ 4 #7942 §1
& BT B &4 H{L K 8. 560%, TR Fazilsartan medoxomilZ &, X
#1.5E3 LN T8 ik azilsartanZ & & &2 XX Z (Cmax). £H T8
#HFazilsartan¥ AR TH R (H 2 M E4.25H).
2%
azilsartanZ A K 416 L. azilsartanB H R FEHHLES(
99%), 1 &R aFGES, PEAERSHARR A E S L azilsartan
RIERE, BORESENRF—Z,
EX L2
azilsartanf2# T 2K #Y, pEANZSRBHRZEdHo- 2R AL
RBEA, BARBIMIL, AERBPAZIHELERLRER, HAHR
WML AHBARNEISRPPYRRSRBWZLEHREE, 504
Aazilsartan®750% £ 7 £)1%. M-IM-113 = & #Razilsartan medoxomil
Z B9 e, azilsartan £ & GCYP2CORH#. -
Hk
o fR—&14C42 3T Z azilsartan medoxomilf, X #55%45# 41 E 4
AR, H42% AN RR, 15%00FF v Lazilsartandy B X £ A &4
th, azilsartanZ Ak $ R M A1 08, FRAF L4523 mL/min,
BAH9—hSREFX, azilsartan® o PR ETASK N 2R TR
8, EreEMasnin,
LR TEIS: DA
#azilsartan medoxomil#£20 mgZ£320 mgZ A EREN, ERAFR
SHEE azilsartan BB EZ A FLHIMETHE L,

£

RALER#HR

azilsartan A 1IBRUAT R EG R R G AL,

2EEH

azilsartan® RS RHH, A5 E (R REBIS45R)REF(FHER
65-85R)mALM, ELBELR,

EHexe

EHEA PERFARYETRLAA, azilsartan® B R EF(AUC) -5
2430%. +25%8+95%, AFRFENGRBERAA, £ R (05%
CHEm, BN SEEAAEARIRTLAANEARAZBERLES(
4B F4.2%), 2R EATEFH R azilsartan.

HIHfre

4232 % (Child-Pugh A) &P & (Child Pugh B R R&XBALTHF
FeLr FE5K HEEHER  azilsartanE A (AUCKE A1 3E
1.64%, H2ME428), TR RGAATETNETLZIAALNT
AR,

=31
azilsartanfI S EHMEF L2, ELHEEER 2TRES
AR BERE,

#R

azilsartan® I R F B H U EZAFGAXRHZM, LLBHER. AFTHR
BAAGEZAERE,

53 BAWRRLENTH

AL S HEA R, R Tazilsartan medoxomil EM-II(AE G EER
W EHELERME, LFEM, RREHMKEM,
EHLRERBR, HHaREFTHHY, S TREALBRALARER
BEFHHE, TRV k2, AETRALAHIL, Lol ikdy
ME, CBRABARMKETRGE AR, EFLBREFETABARE
F-

EREAHTHREINLRETEENRE 0, RETEE iR /L,
iF b Pk 2 BN AL B ) B R L e I R TR LR
SHEBER, T EREAEL,

azilsartanfeM- IS FB 64, TERBE X ZNHANRER, &SR E
FHPAXRNLT, AEFEMERSE, R IRRGETRIELEY
& EEESBREAZER, CHHRRETIRTLTHEREEEZE
B, PlioBEEE RMESEAAREBPISHE FHAGERMRILR)
BRTiES,

MR K B TFazilsartan M- IIA K TR S RAAN LR LS IR
#, 12azilsartan medoxomil. azilsartanf=M-ILE ¥ B # £ 5F @i 18 Fix
F P, shak &M% £ (structural chromosomal aberrations)®Bit, X
FECDN -1 8 T L&k v

6. Rt H

6.1 BEMNTR

Mannitol

Fumaric acid

Sodium hydroxide

Hydroxypropyl cellulose

Croscarmellose sodium

Microcrystalline cellulose

Magnesium stearate

Purified water

6.2 FHREHE

AR

6.3 ®KRERR

3%, (FaRRTHATER48H)

6.4 RAEZEFR

30 CAT, HARARLEN, LBRABLHE,

65 e

2-1000# 8%

fE S ALY, RRAFTHER%. AESTFEAARBROR
¢, AT ERARATHH, LRRBAA30 CAT, BRAREH
.

# # & CELLTRION PHARM, INC.

Bk 82, 2sandan-ro, Ochang-eup, Cheongwon-gu, Cheongju-si, Chun-
gcheongbuk-do, Republic of Korea

B REEARREHRRE AR

Wik BRI E-BeR






5.7 ‘T‘®§@ 40% ﬁ (Edarbi tablets 40mg)
% -‘:F_®§i 80%}4 (Edarbi tablets 80mg)

ARMAD BER AL
HERHFR025756%

#ERMFTH025755%

2. MR RS FHA

5137?42 40%€ £ (Edarbi tablets 40mg) & 42 K 4440 mgHazilsartan
medoxomil (§7EE),

$#%F4% 80%E £ (Edarbi tablets 80mg) & 42 F4-H 80 mg#Jazilsartan
medoxomil ($75),

W ERHRGLLEFE, HEHF6.15.

3. A

sz,

GELEEAEZBHLR, AL 75 mm, —&FH [CLR] F4, A —
@ep A [40) F4k.

e ERiEGEZBALER, AL 9.5 mm, —&FH [CLR] #4%, 5 —
mer A 804 F4k,

4, B A4
41 BRI R
GRS RRE,

42 BERLRFX

AW AR FAEE—K, BK20-40mg, TR AL R RERE,
EXBEHER—k. Fk 80 mg.
2@HTRELE R B KA AHRREAR, (O TEARXHKR,

.k
HEFHALASTIOGETASREHFEHEMES2H), ARFHRA
A(> T58R) TR A M fn B 2 BURR, ¥CTHE A20mg AR A E,
i#é’FZ\Q
HEGRFEAAETEARS R TERIMERAHANEER, H B
(5B P44M528), R EM & EHRazilsartan.,
BERVEESETLRALTHEEE,

AR EET 2

HAFRLBEZPEAATERARTLIAA, ATERRA(FHE
B 44585 28),
HAEFXFEMDEARLABALEALFFSERAR, 2RAED
BoRl, #THRBU20mgh R4 EE2M $5.215),

B EHE

THE A A P A I 25 A (B 4oBek, BRI ASH A A
FZmA), CALREEETREEN S 7T 4, £45EL20mghiLis
AEEEMA445).

ZA

BAATHEMNT, ATHREARHRNEZARB(GLME5H)., £
F el B MEE TR AR (AT )48 S0 S B 4 X R 10 B 3 #I B (ACED), 8
FALABEAE . B, BARALN S o5y, TRRET TSR
Bl F A LR,

Rl A

B AAFH0E<IBRATRAVFX LA MARYE, HAHEL,
& M F 4

4;1;_\~ 77.!-

HF-FrRATRIER, TRSWXEMERAG M E5.28H),

43 - 3:¥ 3

- HEERHHRETRA BB,

. SR FEIEEEMB445246),

- Sh4E A& A Saliskiten R RS BRABHAFAERL

# A(GFR < 60 mL/min/1.73m?) (3544 F4.585.16)
44 ﬁakﬂ&&&ﬁx,z$¥a ‘

stem, RA
L aFRIAEHRARFBHET LT SR EE- B AR R L (RAAS)FHK
HRA P ot CED EARRLLIBTIRRERA), RAE
BERAGZEY, Pl B IEE 57 # B (ACED) e F L H &
N4BERH, TEIALAERARE, SkE V&R FAHRLTLE
S A ERERSD, BEHRER ST 08 L BIMER TR,
SR GEFRAAEET IR, AL CRBATHHREFLF
Ao B AGY 5, SRS A(F S F 4285200,
e SR B S b bk B e F AR R A, BRI BT A RS
A2 E R Apd B,
PEAME A aFRGEE-BEAFRLL
system, RAAS)
AEH T, S04 BACEL wi W s EI% 42 A S Saliskiren & 5
B 34 5 ik B mﬁﬁ&&ﬁ*’f]"i‘l"%(b#f;f’ HE R8)Z AR,
R A BHE A ACEL 288 1L B R A NS aliskiren X5 &
SR LT RAASGA S BB 4.585.15), HHEHLZE AL EMES
&, BEMEANRAZE G, EMT A LR, ACELR o FMAHIIZH
FEHUEBI T 44118 R $E A5 B £ (diabetic nephropathy)# A
BA R A

B AT A B A R A AL ) B 78 RS0 8,
HETE
BAT LB EFEORARE RIS T LZAA, HFRRLA(HE
M $4.252528),
fk de B AL B A Z AR A
PRI K B A (Book LS A 5 HRRI), B4

BEHRIFUEHRETRETERIKLBER, MBEETHIT %2
A, BASEL R V2 M, REFAEETHSENSF TR,
&T’E‘@ uzmﬁ»@%ﬁv

#r%-l%* P S %@m%wmmwﬂ*m&%% HAFHGH
Bl B9 75 AR 2R 10 Rk, B R R AR M SRR,
By

REBEHVETE- T NEE-BER R L(RAAS) M LR i g A
%, 53 GHARAAURR, FHAE, SRS S LT
BB 38 ho o 87K ARG (A fT &), TREFR D 0BEA AN 2THR
BEAGEMBASH). 2F. BHRETL BAKRR/BFLELRBE
ZAHA, TRER S OFH TR &S, Rl R irs TR,

E @R R BT, AR R ERCIUE

SRR BB E, FAEMALE B .S (hypertrophic obstructive
cardiomyopathy, HOCM)#& A& /- S {&

24

WE M TR A BB EIEBERB, HERPIHLBK
AilpLrhek iz BaBRE, BTRFHBLIHERNLEK
WENZHRERA, ERTERNLEALCENGHINF138465),
28

R LSRG RILRERN, FTREAHALF RS (He
M F4.58),

HEE e mE
RS ERSAVAIERTHITL), LHARARL REH",

45 RABELRHNXIMHARLBEZHA

14}

HAE B R RE s KA BB HARACED, $AEB TR AN SN
T Ao b)RE, LFWNE FIIEMIERE TREABMYER, bl
% azilsartan medoxomllﬁ-fﬂ WHAE S, KRN, BLARR,
i%:i J uﬁﬂlﬂ&ﬁﬁiﬁiﬂ&a

'g_é’]

-steroidal anti-
LERRAGEE >
oE K%?II%’&!##%@J@%MNSAID (B 4% riCOX 2#‘?%1%‘] LBl KA
B (> 3 g/day)sEARBAF M ANSAIDIN, M HORTRE AL, sLoh, 61
ﬁls‘&‘ﬁ%#‘ll R RA ANSAIDT & W o B oh e B ELRR, IRAL
AR AL, A, BEALRE Y RELTFIHOKHGHL
éﬁﬁ’*’ﬁﬁ&%ﬂla
BsrFURM, PR AR, S R E ARG R AT A& Kb 570 E

r Ty r:t 3

LX)

B RST A AR, SYH AR, N EHERRE, KERLTRE b
TR SRS (B e E), TR R dpR 2 LA, Ml ER h AR
BE(GEFMEL45H),

H A E

BARRNMET, AEAENE—AEAARAANSZER, &6
ACEL fe B i@ I HBALH X Saliskiren A2 BH AR T L
RAAS, RE R [Pl4o: K, B P REIHETHR(EHEERER
B2 BEEERBHFH LM P43, 44585.15).

Aazilsartan medoxomil#azilsartanft Mamlodipine. #88#&. chlortalid
one. digoxin. fluconazole. glyburide. ketoconazole, metformin$#warfa-
rinZ# B, ERBFRERA LEFZ EMLIEA,

Rl B A2 P, F AL 4988 & ik i #azilsartan medoxomil K Hazilsar-
tanEHE AR 9 (3 538 F5.20F), TP B BT T KT AL A s 8 By 3] 49 B
&R EHA,

46 2FEeS, BRERALL

B4

B2l N eF W FIUERERAG 2K F440),

FomEZ R A TR BRI ERAE2MFEA3R
4.485),

B 3% & 4% ok Aazilsartan medoxomil ¥ F 4, S RBETLHA
SHEEALFES.38),

HERERAATHSRE, BEFAF 2NN LT REFHLE
Fa B, Gl NS AK: 22, £ FHRARR I TE, M
aEREFNTRERBGER, GF LA RNBAROATAHSEH, 12
REEYTRELAMUGER, St ETRFZI R TREARCRELTLHE
CEEZ X M RE, BARPEEIIEN TG IR RE,
BREEHEERLAEY,

AE_mE =BG ATl gEeRERA, Chdiiridn(
FAhe ik, FAKE Y, BT RTEREH(E B, KR,
& 47) (FH S M E5.38),
PEABRSEEA LT REEISHERD, 28URF
it EA.

EREER




FH LR TR EIICHIERAGH L, MEATHER, REWEERK L
BAEE (A M F43584.45),

k(N

2345k 2 v SLE M 4% Mazilsartan  medoxomiléd &3, e ILMRIE
ERHZTes, ERKAABRLMEEZIHEN, LERXLHESL
FFE A,

LN ¥ /)

B AT A7 Zazilsartan medoxomilHAF A TR A% E, FERRR
BT, azilsartan A8 % Btk ot X Lo L HAE S (K4 $5.385).
47 HERBBREBRERANBE

Azilsartan medoxomil # & B R MR AR FAEHE, AnAL
AHARBRNTRASHNEERAL, PHELEREL, BIELER
BARANAEATE LA,

48 TRESE

ZARAE S

BAKBIEY AR FF2E220. 40 R30meHl &, SRAA L5568, X
FEL AN, AR KRE, BLAFO5H MR R A XA
PEHBEENTH, ¥RBEERLZHEBAN, EFLOTAF 4TI,
EAASERORRERELERN, S8R EN, 2—FRH
Bl W BB, HFF2420 mgiq40. 80 mgHl B RR AR S48
1L,

TR R MS &

F440R80mgH B HH, BARRAKRBAKSESEATH
BENTA, EATHHEEN, RESLEHSEASA, BFR
(>1/10); % R(> 1/100.< 1/10); T RL(> 1/1,000,< 1/100); £
(>1/10,000, <1/1,000); #&F R(<1/10000), & 4B/ 4%, £S5
2P FRBRAREBARERA, BEHEA.

AEBETHA LS FREM
ERRAR RO F&
F R ¥ FER | R
ABEAR FR M
RER | B
KREARTHERF FHF R | KA Rash). &4 (Pruritus)
FRL st & e KB (Angioedema)
A EBALHARET | THL | MAAS
—AMARESRIMEK | RFR | Ak AZAKE
KHITRE TR Ao o WLAS B BL L Ba A 5
FER | fo ¥ PLBLEF I o
BB ) S
T xR R

% 13 F-*4% 4 B chlortalidone, 2 PIEE EARK o ROBE S TFE
REMEF R,
% - F24e 4 Aamlodipine®¥, A§ KEOBEIAFRLENEFTR, 2
348 #4% B¢ Alamlodipine.
FoREhis
EMBRGZERHE, E—HRER%RYE, UL MMUERE,
e LB B LAY L R R ABIMNL, F TG A AURE,
#idechlortalidone, € REEMMBEF LAMGELE, Ehitta®
REENERERF ATl TR LG A R RER—K
BEARE-RYLR, BITTRORA A AR S oA IES A, B
F}'I'&;:E!?’scko HELARYEHHY, RERHBERERT, F€2

b, SRMMAERG LA, AFEAXRSREERIE, X FRE
"*&%ﬁ%&ﬁﬁﬁ@‘@ﬁf’lkﬁ’é A ML,
33
B 1% F-242 69 £ 3K A B4 (10.8 pmol /1) A8 8 AR A #1 (4.3 pmol/]) £,
i FEi bty
FEEBHBOE—RERREER, mirF RO EHRER D (25
FHE Y43 g/IRI%FEH). AT E- g £ EFZHRAAS)
HA L PR,
BHUIRRR ML B
BRLZPALTHTHRYRMIRABZBRARETEY, STAHRH
BERZBARFHEEREFGEGED, BRASEAICRELESR
lSBEH AR A BARAL] BREMTRLEMA,
49 RHhRE
RABERERHE, BFHISRBATREREBFEEZ K, £=ER
ZRAMHBEALRE, $HMAER—K. HKX5iE320 mg azilsartan
medoxomil ZH ¥, & F7X, &L R

BFX
AR BRER, BETLFREH, EEMNESHRE,

| azilsartan & 42 dr AT 0, l

5. RERPHR

5.1 BAPHR

EmnE: RERERAAYE E-2E
ERN

ATCA%#5: CO9CAD9

fR#

azilsartan medoxomilZ—# ?RA A FIR R, kit ik A4
#-azilsartan, azilsartan® BB A TG EIRSEA 82
HATI RS, ARAAEAFLMES26). aTLBFILE4-
SEREE-BEAZLRAAS)FR £ RA, LERLS LTI
B, RHEEE ARG SR A FEAL, RIS, VLR AR TR BRI,
FLEFATIZRE, THH T KB R IIHT i ACHARER, 2
Bt aREEERNLTREE LT RE, ELEKFazilsartan
B9 de B AR,

BRERS LR

TAEEOHBERE, XANMET LR AHA(I672(L8 T 517
FoLz, BOIL & T LB A, 1468{54 FiEit vbik #4) i@ 473045, B8
Mg, 51% & B, 26%H65R A E(BRATSRIA L), 67%HEA, 19%
BIZA,

2 EAMCAMBBIRETRR, LA RALERfE
Pk B AR AT IR, R, REE R R B RE (ABPM) ]
3224 B HaBREHME, URDHAIT IS ALR, RETHR
e ZBRA R, A TR, wb, HEF%E80 mgdiEBR
%%, BA#F A#ohnesartan medoxomil$2valsartan & X478 & & &9 20
%.

A%, pEREEIZHE

EHH | HHFY| 54T 55| OLM-M | Valsar-
4 4 § 40 mg* tan
20mg | 40 mg* | 80 mgt 320
mg*
ERBERAE:
KER24 P EEE: ARLEX 6 BRULOERIFFES
(mm Hg)
Va1
sER | .14 | -12.2% | -135*% |-14.6%| -126 -
XA -
i
B 2
iR | 03 - -13.4* | -145%| -120 | -10.2
Lz8
i
TRAERERE:
VRBFZRER: ARLEH 6 ARG NEFEY
(mm Hg) (LOCF)
B 1
s;ER | 2.1 | -143* | -145* | -17.6* | -14.9 -
| T & ]
i
g 2
fER | 18 - -16.4% | -16.7%¢| -132 | -11.3
 E & -]
3

OLM-M = olmesartan medoxomil; LS = least squares, </ >F7;
LOCF last observation carried forward, &% &8 RfA41E
KL 0.05 8K BEITRT ST, RLERABEFLE
t X005 #KRBEITESSHN, RILKEHTREFLE
# ®E 2 d3MRARE, £ 2 B4 Edarbi ¥R EY 20 mg &
40 mg #&HFIEE 40 mg # 80 mg, olmesartan medoxomil $
valsartan 815797 20 mg # 160 mg #H¥EE 40 mg & 320 mg,

BREAZXLE, ABERAELLRFTHAYTRF4 LR, BAk
S EE, HIFF4. olmesartan medoxomilfvalsartan®y Bk 4
FoRld 3.0%. 3.3%8E1.8%; FRHH H4.8%. 5.5%527.6%, maiEE
FRNHH H3.5%. 24%F1.1%.,

Avalsartan Hramipril#) & 1 th &k B ke, HF o8RG
R RTH RGN, HR-Frsee50 8 4 £(1.2%) 48 #ramipril
(8.2%)

Azilsartan medoxomil®d BB LR A BAT2E N MR, EHA4BR
§ 3| & AR, Azilsartan  medoxomil &7 4 dn BEAE Bl LT 4 4B 24
(NEE SIS BE R TR, M R A AT TR R AR R AR AR JE 6 A R S A b,
4 &80% AL,

G FostiskoBAKERIPER, LABRATRBELSGLE,
EERAGRAMARE, REERALEEREIR {2 THBA L
B A AR b RSS2 M F428), LR L aEimE



BRI RAE S b Tl B E M HA, £2ARANBERERE
A (H AR BE 6T B F L AL H BK),
Ao A B R e R, 577 F*42404080 mobf M 458 Tl
8.8 #| (amlodipine) Hthiazide & A & &l (chlortalidone), T — ¥ %/,
SEFAMYCRFHOS R, Ko B i FILBREF LT, BEAE
e A ST, BFBRA DR PG A RAE, Bk esn )
BB R A RA
PRI EHERTEFCRERAE, BRETREMFR, BFHRA
#,
HOB AR Y
EHAEAQT/QTcE R, vMEE AALEE AL, FFazilsartan
medoxomil# B QT/QTcM Fe 2 & 65T Ak bt . i & 34% 38T azilsartan
medoxomtlﬁ.SZO mgé’J Bg 'F?L-&QT/QTC el K.,

AR
FRIA R AR S B B 4B RN (ONTARGET  (ONgoing  Tel-
misartan Alone and in combination with Ramipril Global Endpoint Trial)
& VA NEPHRON-D (The Veterans Affairs Nephropathy in Diabetes)) ¥ &
HAENR S o B MR E #1083 3] B (ACED s B 48 R 1T R LB
I BFH 8 A
ONTARGETA S #HA A h &AM et L, JAEMARREETHRE
Tty B RIBE R A BT AT 6788 AR 3X 5, VA NEPHRON-D A&+ #
A F AR B RS E % 2 (diabetic  nephropathy)#778 A AT
ATHIEE R G,
BEAEREBFEERRERRINCHE PGS 049, EHTRBGA(
B R R, EREARBATAESHERA(R)vLETER
FR TR GH LEREABEEANER,
# & 3] {0469 4% B AL % (pharmacodynamic) ¥t &8 Rl
e LB 5] B (ACED 2 6 B MR B TTE R AL 87 B 5 A M.
ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and
Renal Disease Endpoints)Bs AK3Ere9305 25T HF 2B AA BIEH
B, REAREFCATARBYAA, FEMHaliskirendihe £ o F
W5 & H A B B BIACED) A e B S R LB M FR 582
THEE, REAKBREATRR B RLOEREmmIETE, £
allsklrenéﬂ.*ﬂ BARERE, RuhTARATRTELAEE L8

e F hogf % B Zaliskirenf O AR FHE R EFRFH B R0 59.
E o BRFHETL)FILRARATIYE,
52 C b ik 2ol
RS BE 1R 75 N F 1 69 M 8 42 P azilsartan medoxomil i i A K AR
&% tazilsartan® 4, R S B carboxymethylenebutenolidase
ﬁ&ﬁ@#ﬁ}ﬁﬁﬁ*ﬁ%ﬁmﬁ M, st5h, azilsartan medoxomilZKAE %,
azilsartanf93 FE R fo 55 55 8,
B
HIEazilsartanty s 58 A&, 2R Tazilsartan medoxomilZ & 6748 41
RGO B B 4E HHE K 84 A 60%, TR Fazilsartan medoxomilZ. %, X
#1553 AT H RazilsartanZ R H R & Z(Cmax). EH T4
# Fazilsartan®I £ R THAE(FH LM E4.285),
2
azilsartan X WA K4 %416 L. azilsartaniz R EFGTEL
99%), 12 R hiFaEa, Wit A1k SHERB EFFEF Lazilsartan
SRR E, FOTESEMEH—Z,
EX 1. E ]
azilsartanH 24 £ & R, G FRSZE2RFHRLEdo-FRELA
B, HARBHMIL, ASKBPHNI LR RABHR, BAHK
WML ABBAZERBIRASREUDZIHEEE, 574
Aazilsartan®150%$L T 2] 1%. M-I#M-I13# 7~ F #Razilsartan medoxomil
Z B RiEE, azilsartan £ 2 HCYP2COHRH,
Eild
o iR — & 14C4E 30 Z azilsartan medoxomil#®, K#55%5744 54k
NEAR, HA2%BHENRR, 15%59 % kazilsartandd B K8 R RHE
. azilsartanZ HEM- R M40 51 10, BARH F$4 423 mL/min,
BRAZER—RABREFX, azdsartané‘JﬁﬂP WATASR Wi 5| 2R
%, A T§‘§ HE R LA,
»&azﬂsartan medoxomil#20 mg£320 mgZ A FREN, BAREK
”‘% ik, azﬂsartan%ﬁi‘zﬁl Frhp| B4R E-Efi F,

Mﬁ

azilsartan AR ISR TR EN RGP HRE L,

EERE

azilsartan® E G E 412, EFE(FHEERIB-SR)ALF(FHRE

65-85K)BALHN, EABELE, '

BT 4

AR FERTFAFHRTLREA, azilsartan® B R EF(AUC) 2 F

£+30%, +25%$2+95%, AFTRATEMGRBMEAAA, £ ARG (5%)
JHEm, BATH R AAEEAR IR T LR LNT AR AZEREE(

‘*ﬁ'i‘ﬁﬁ%fl 285), fe ik AT AEHERazilsartan,

FHEETs

£98 /% (Child-Pugh A) &% & (Child Pugh BF A R& R RAL T 53

F24r £55K, BRER  azilsartan R E G LML M(AUCH I A13E

1648, #2H %4.2%)0 BB P MAAERNARRLZAARIT

R,

L)

azilsartan®1 BB S E MR EF Aoz, L& EFEZL EFTHNER
AR ERE,

K

azilsartan®) B LR EZAFOARB LM, ERAMBFELER, £FR
P AV A ERE,

53 BEAMRBRYREBTH
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