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H AKE AR i 9 3
. 872149
Bk SR EHRMMAT, LS 24—70y h—
AR - 34 ANAYIAL X K%Y IIVORKEER
HILIAILI 0D 10mgt-ns
LA ILII0OD::20mg n-1s.
HILASILI 0D 40mgn-1s
OLMESARTAN oD TABLETS 10mg,20mg,40mg onara,
OD#¢10mg OD$20mg OD#$¢40mg
QL S S i) AT | 23000AMX00211000 | 23000AMX00212000 | 23000AMX00213000
) R - RSO K DBk Weia 20184 6 1
2 5 ROBECERELELCE) g f"‘ ﬁrﬁfﬁﬁggﬁig‘“ﬁﬁ PiEE
2.1 ﬁ@mm 1 MO0 D 5 05 , ¢
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3. #HRK - MK
3.1 Ak
FIWAFVET FNWRAFIE FNAFIVE
W% OD#$¢10mg OD#¢20mg OD#$¢40mg
[F—=n7F ] [F—=n7] [F—=1T]

ISR HRE AV A | 1R HE AV 2 | 1§RHRA L 2
Hksr |V E Y ARF|[HLVEF Y AFF|HLF L AFF
VINI0mgEEA |V IN20meE G | VI VA0mgE GH

D-vv= b=, bt ro—x, [KEfEe Fax s 7
oLV E—RA, bYEQIATVFYTY, B FuFv S
sl g¥lLElVa—R, AFTYVEBERZAYY A, BEEK
TAW, TANNVTF—4n L-72=Vv7 5= b8 W). -

AV M=
3.2 WEAIDMER
FIAFINE v FIWVAF T FIWVAF VT
Wioe %4 OD#$£10mg OD#$20mg OD$¢40mg
[F—=n7F ] [F—=7] [F—=17]
(S [Efi! [Ef!

PEIR-FDEY | BIA Y OFEE | HEAD OFSE | FIMAY OFbE
(TP J ) CETREN J ) TR P i 85 )

| £ i} Lo |
o 'zzz%%% sziﬂy@%w
B 6.5mm HA : 80mm EE D 95mm
JEE 0 1.9mm JES 0 25mm JES 1 36mm
Yo 75mg 150mg 300mg
g — TN AFIE Y FNAFI G Y FNAFIE
i

OD10A —1 T 0D204 —/\F OD40F — /5
) ZBWIEZw e, Xdb T 2R IBVwEH 5,

4. HEER I ZHR
B MmEE

6. BiERUVHAE
WHL RAIIEF VALY Y A FRFY INVELTI0~20mg
Z1HIMEZEOES T 5, B, 1 H5~10mgh 5% 5 %
?L‘kiﬁ%‘ SERIC X DB ERR T 525, 1 HEcRk$%5-21340mg
T 5o

8. EELEARIZE

A KRR EGT VI TF Yy TR ARG IR R
IFRERERE =23 S b7z & OGN H 5 DT, IR E % 5
Wi 5% EBE2 T 2 ks [11.1.5 BR]

8.2 TAHI2ARFHNIZE G LW EDBEF L, TV VT VY
¥ ZHEEEETFIR S h o BEE, BERELOTRicL= -7
YIVFTF Y ROMBIERIC X A EE R MTEART 22 2 3
TEeE»dH 5,

8.3 BREMEHICEK S DTV, LALDXVHOLDLNLEIENH S
DT, IR, HEEOBERSEEWRZ D B E BIES 5 15
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BHE2OHEGZME L. MET 258134147 ’3 ko —
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9.2 BiEEEETEE

9.2.1 EELBMEEEE (NEY L 7F = E3.0mg/dLEE) O
»HBEE
INLOBEEXGE LA R R O 2% M3 2 BRR
BRIFERL Thuiv, Btz B3 e s2B8EhhdH b, [16.6.1
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9.2.2 MAEMHOBE

BHEY»SHRG 2L, WET LG IRA 1T 2L, —
BEOBH A MERT 2 EZT BT H 5. (11 ’Sﬁﬁ]
9.3 frmeREERE

R AT PSR o IR e 92 8% (Child-Pugh A 27 : 5
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9.4 4JEREEF T BH
9.4.1 1HIRY B FIREMED H 5 &tk
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D SN BIHHE SR TWBEY Y,
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9.5 1w
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R R ORI 7 > D 7 v 3 v T2 BARE R UL 7 ~
TA T v YERBERIER 2 HG S N2 B TR,
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9.6 Il

BALZWIEFETE L, IR (5 v ) ®5mg/ks/
H TP ANOBITFRDO LN TV D, BIWER (5 v ik
W R O LR 1% S ©200mg/kg/ H THIZA RIS ELR %
PES FETE R ORI A A, 8 mg/kg/ H T AR VISR ER NN
Bl AL D IR IEDSFRD H T 5,

9.7 /IEE

NRFEERGE LR

9.8 mknE

BRI FER L TV,
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10. HE{EH

10.1 SEARE BAL&WVI &)

CHE DR 5 JB 0 (8
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BoB#HEXEL)
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[11.1.4 &) 3R % 12479 2 &,

DEAVEN | ) F o AEDE I 2 | WHERBTEIATH 205
Y F 7 A BENYD 5, F R AAF AR

F 7 A A F v OWEE A
THEVDNTWE =D,
ARFNDF + U 2R
HETrEIckiRIBE
FibNbd,

TVAFL YT
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2\ B OV % 2
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FEVEIT % 9055 & & 2 gtk
Bd b,
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11.1.2 BFRE (HEARW)

1.1.3 BH U LIME GHEARY)
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FEAH)
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BN D SbNGEIIEHS F ik L, by 2L %
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LT AR RREYR D SbNLIEDRHILDT, ZDXH
BHAIIIE D ICHRG E IR L, B A REZIT) 2 s,

MA9 7FT7145%>— (BHERH)

R, BRI, T, WK EESEISERE LTH S
bNLZERHY, TFIATF T —YavrzBILIED
HmbdH b,

11.1.10 EEOTH GHEAH)
BW#GCEh, RERLEE) BEOTHEDOLNLZ L
B bo EMIZE D BRERHEIRDO SN L OWMEDLD 5,

1.1, 11 BEEMERX HEARH)

SEE RGNk, DTULIREE, M ERXAR AR AR A L ) RPN 75 B
LEbNLIEDRHLDOT, TOXH YA IS ZhIEL,
B AV E YR OG5 O @) 2 LiE 21T 2 &,

1.2 ZOfDEHEA
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LRSS <O, W
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)
BUN EH M7 Lo = | MRk
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R 5 B, 95, LOY
R T

14. B EDFE
14.1 EJRAMBFOEE
AHF e A MRV I VHEEBREEA I A EAS v b A VOVERIE R
Al L~ LB A I TRELSEAS, A AV
VISR I A A Y v b A VIV RSN TS S
L3BHLHDT, —afbidltiTsZ &,
14.2 FEEIZFEFOEER
14.2.1 PTPAREOHAIIPTPY — S ML TRAT % X
IFREST B L, PTPY — FORMKIZ X ), BV ERATEE
BT A L, I35l E B 2 L CHERRT 255 0 B 2 4 0F
SERPERT A LD b,
14.2.2 AHNIHFO IO THER 2 =B S &5 & T 5700,
KELTIRHATRETH S, F/20 KTIRHTHZEHTE S,
14.2.3 AF3$E- T TORETIE, K LTRASERZWI &,

16. 4 EhEE
16. 1 MeFEE
16.1.1 B@E%S

TERE 2R RN BPE24B A IV AV~ XA RFY IV 5mg, 10mg.
20mg M M40mg % Ze g R I8 G- L7z & &, VAL ¥
Y OB E LRI BA L. 3517220 B2 112
FE L7 Cond FAUCIE G- RIZHEVIIIN L 7270



FNVAFINE Y ARFY INVHEEROARGEEOF VAV 57 O3
BENT XA —%

i (| oo |G |G| gt
5mg 6 152+31 1.8+0.4 87x1.2 892=191
10mg 6 277+46 1.7+£05 10.2+1.8 1,576+244
20mg 6 481117 2.2+0.4 11.0£38 2,903+915
40mg 6 1,006+152 1.7+05 10.6+4.7 5807+1,142

X fE+SD.

16.1.2 R1R#%E

AREEMBIUTREEZICT VATV Y X FFY I L10mg (20
) & O20mg (1961) #14H M. 40mg (10f1) % 7 H B KAE
RIS L2 2 A, mEADT IV ATV T ¥ OEYBREFEN
RTA=HZ, KDEBY THo72"

R IR R
1omg™ | 20 ég%é) 22408 | 65+09 (109283142)
20mg™ | 19 (g%%g) 25+11 | 6308 ﬁfgig
40mg™ | 10 aﬁggg 2610 | 60+10 Zf;%g

P #E=S.D.

WD) 14HM#5 12) 7 HHERG 11:3) BP9 B BR% O
R 72)

MR R A BTN AV AF IV~ A FF Y 3 010mg.
20mg MK 0M40mg#x 1 H 1 [ 7 H M RAERI# G- Lz L & ol
RV A VRERRRE L2 2 A, ﬂi%‘# CREFIRAEIC
L, EREZITEAERD SN 7Y,
16. 1. 3 EMEHIFREMHRER

(AIVAHILE 2 ODERAOME [A—/17F])

FIW AN E 2ODEEAOmg [+ =T ] LF VAT v 7 §E40mg
B, JURF—=N—FIZIDZENRZTN1EE (AW ALY ¥
A RFV I ) E L TI0mg) MEHES AT - 12 £ B e 1 -
OK7 LTI LUK CTHIRE) LCIEp+ v 23 v s v (3G
PEACHY) REEIE L. o #WERE 5 X —% (AUC.
Cona) 122V TI0%ME HAIX 12 THREHRNT 2 17 - 7245 . log
(0.80) ~log (1.25) OHIPHNTD Y. Wil M50 F ks
MR,
(1) K#&LTRA (FIVAFv 7 840mgid K CIRA)

(ng/mL)
1600 -
—o— F IV A »ODEEOmg [ 4 —/NT |

1 1400 + —o— )V A7 v 7 §E40mg
¥ 3 fE+S.D., n=35
th 1200
*F
Jb 1000
%
J, 800
i 600
b
FE 400

200

0 12 % 48 72 (hr)
BE®BER
Mg I X HIL 2 VREDHR

AUCy-7 Craax tmax tiz
(ng-hr/mL) | (ng/mL) | (hr) (hr)

FNAY VT v
OD#%240mg 35| 8179+2000 | 1162+244 | 2.34+0.63 | 8.89+2.16
[F—=n7]
FIVAT 7
40mg

35| 8126%1627 | 1044+182 | 2.46=0.78 | 898+3.17

¥V AT v 7 §E40mgld K TR
(CFft+S.D.)

(2) KTHRA
(ng/mL)
1600 -
—o— AV AH I Y Y ODFE4OmE [+ =17 ]
m 1400 —e— )V A7 v 7 §¢40mg
i F¥E+S.D., n=20

0 12 24 48 7-2 (hr)
#E5%EH
MFRAIL X HIL 8 EEOHE

n AUCy-7, Crnax Cmax tie
(ng+hr/mL) | (ng/mL) (hr) (hr)
K FIWAFN T
% |ODsidomg |20 | 80811653 | 11552333 | 215075 | 1039383
y |[A—=n7]
5 s
5 3”’7’7ﬁ20 79521567 | 1092269 | 215+0,67 | 1040324
mg
CrF41Mi=S.D.)
MRS SIZAUC, Con /8T X — #1013, HERE 03I,
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16.2.1 BEORE

TR AR YEL2BIC AV XV 7~ X K&V 3 )120mg#k
Zefim, ARG 305 B & B VI E IR AR E30 2 12
H%D%%Ltt% FNENDFNVAFNVE ¥ DOC, ]
AUCIZIIFE A LR AL, AFORBRIAD SNLE 7Y,
16.2.2 /\47&"/\»(7!: U7+

flEHE 2 A B 24BN F IV AV v X FFY I 120meg#k
Ze 5 IR LI T4 5. A3 A )V A v & > 16.2mg % ik Y LS B[]
BH L, N ALF TR, T 54 2RO KR 256%T
Hor? BHEAF—2%),

16.3 2%
16.3.1 MAEABEEE (BIEEE)
FIWAFI G OMERAEEFIZ9% L H . FITT VT3
YOINT ) YA MCKET S (invitro) 5. TIVT 1)
/amﬁmﬁﬁfvw77uy@%%ﬁ%t%@ﬁ&<mﬁﬁ
BRI EZ RIS aho 20 MEAT—4),
16. 4 Xz
FNAFIVE Y ARFVIVIE, BO¥SE, BN EE.
XM IS BT T A7 T — B2 X DMK EZ 20T, &
PACEHI O AV AV 7 AR SN 5. MEEFITIEF IV x4
VE Y DRFRD LN, FOMDOICHWIIELL v b MF
Iy —2x%&Hw, F 7 a—AP4505 T 7 M (1A1&2.
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AN L AHERERF LA, BRAETHES
NAMEEFRETIIITNOGTRELITEAEHEL 2o 7,
T2 b MEEFMIICT, AV AFIVE Y A FFV IV
E5F N a— AP0 FEILIRD SN h o 72" (invitro)
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TEHE R N BH24BNC A NV XV F >~ A FF Y 3V 5mg.
10mg. 20mgl M0mg% ZEREIRE RSP G- L 72 & &, $%5:48
R TSRSV A H L & 2 25116~ 14.6%HEIE S 71,

16.6 HENDEREHI 28
16.6. 1 BpcEERE
R AN 8 91 &\ B Al I 2609 & T R
9B D 3T 72RE34BNTH Ly AN Xy v xh#
YV INI0mgx 1 H 17 HMREROKS L&D T7HH
DOETARIEIZ BT B ISER 4V XV 7 > O AUCH A SE3 4l
. EREREIE R S & IR LT, R, SRR N OVER R R ik
EBRBETENZENL6MG, 1865, 28 TH o772 WEAF—%),
9.2.1 K]
16.6.2 AFipEE=ERE
BRJE N OSSP RE R E R 120 W AV s o X R
Y I V10mg#% R EREORS- Lz & &, ITFREIE & & 1



BLTER VAL y v OAUCIEFRENLIE. 175 T
BHo72® FHEATF—%), [9.3 BH]
16.6.3 =¥

T EEE (65 E) 6BV ALY Yy X FFVUI
V10mg#% HEHEIIR S L. EELRIESEHGE E A VAT IVEY 20
AUC;')li%{ﬁqzﬂ‘JﬁE%kb@iLtt:%\ ZEAEEIRD SN
Polzs

F 7o, E LT E R (ToRE L) 1TV ALy v
A FFV I N10mgx 1 H1MIAH B RAERIERLS LI 5,
IE i L I LR L AUC O S 34 i 3 1ARS WAl % 7R L 7225,
ERIRIEEALRDON LD 572 BHEATF—%),

16.8 ZDfth

(FILXHILEZ > ODEEI0mg [A—/\ZF])

TNV ANV YODEEIOmg [+ =T ] &, AV ANy v
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L EWSmIcisgE e an snr',

(FIWAHILEZ > ODEE20mg [#—/\F])
FIV ANV Y Y ODFE20mg [+ — 1T ] &, AV xH vy
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L4 AEWmic s e e shi,

17. BRER R B
17.1 AR UREMICET 55
17. 1.1 ERERRZER

AREMSMTFREREZNRE LTV ATILSY Y A FFY 3

VO HERILERBEE & ORI To PHERE] 280

B (R BBl /3B 4%) 1379.8% (364/456%1) . [HIEAEE ]

ZEE R VEERIZ84T% (364/43061) Th o720

BB, TOH) BEE - PEEOREERMEEREE TG E L

HEERIEKRABRICE > T, AV AYLY Y X FFY I

DA RMEDHER E N0

FEERIRIEA N AL F v XA FFY IG5 1 HETHBL

L. 2HMBPNICHEZRELZR L%, 4~ 8HMTHRKRIZ

FT AT ENMR I,

R - DUEIINE (-20mmHg Pl 1) B ORI M E (-10mmHg
PLR) 2 584a, EImE (-13mmHghl F) i3
Bt 5V TR Tdh - T H150/90mmHg K (72
721, ABEHEHE TI12140/85mmHgKim) (ZREFE L7256

SO T RRGA - DGR IE (-10mmHgPl ) K Ok i+
(-5 mmHgll 1) 27236 H 5 VI FHIE (- 7mmHg
PLb) &l 5 5e

17.1.2 EIRNEE DR

EREREREE A ML) BT REREZNRE LAV ALY~

ARV INVORKRBE O [HEARRE] % &8 RIEEI$68.0%

(17/2560) . THEAR] %2 & F 2 WEEERIXT7.3% (17/2261)

THo720

BIVE S BB 1. AR SE IR A%10.0% (3 /3061) . B pE A

ERHEH207% (6/2961) TH Y. Zd SNz HMEIEIROHE]

Wﬁu‘@iuw\ﬁME&U&ﬁ%w%(MWM)T@o

17.1.3 ERE D

FRESIMTEEZEEZNRE LA VAT LYY AFFV IV

DEERRBTO [HEANE] %60 RERIZ86.2% (25/2961),

CHSEARTE] 28 VT E13926% (25/276]) T -7z,

EIVEFIZEBURIEE 12, FABSEIERD%6.9% (2 /2961) . R AR A il

HHED214% (6/2861) TH Y. 5RO 5N HMEIEROEIE

FE, IREL IRAEAS%34% (1 /2961) Tdh o722

17.1. 4 ENERKRRER (RERS)

BRI - P EREAREVE S IR RE R & 5, 12 ARV A

VEF Y X FFVIVEPEMRG LR, RE L RBITEME

SNz THEARE] % &t HEHRIE80.7% (134/166%1) .

CHEARRE] 24 F R WITERI2931% (134/1444) Th o722,

17.1.5 ENELIHEFHRR (Rfks)

WOIE « HP A AR TR I EE R 2 F RS, 12 HRT A L A 4

VE Y ARFVINEANYYARETHD L AL 7 A
FRFRBEER & 66 %5 U7 58, 28 L2 BE R 25 5

N7zo BV ZEPAGHIE T THEAR] % &4 HE

#1385.0% (17/2081). THIEARE] % & F 2w FEZIX100.0%

A71781) TH - 720 FIRAIBHEETO NHERE] 28T

B e 31372.7% (16/2260) . THEARRE] 2 & F WL L

100.0% (16/16f1) ToH - 720

EIVERIZE B Z, AV ¥ A55HUHBE R EERE © BB SE IR

H45% (1/2260) . WERRAAE R 234.5% (1 /2260). FIIRH

P FIEEETE C HAB B AE R 2537.0%  (10/2751) Tk R M A8 il 52 4

23259% (7 /27H1) T o7zo T HMEIERORIER X,

Vo AEEPUHEIGE T D < S A45% (1 /2261). AR

FIOE LR T 1 14.8% (4 /2781) Th- 727,

17.1.6 EINE IR (IEBREE)
TAE - EEARREVE B M &2 RS, AV ALy XK
FVIVERIABES L. BEATE T IE I E 1S X 2 2405 i i

JEHNZEZMET LR ER, AV 23y s XA FFY IV
1HIRESIZBWT, MEHEBO 7T T 7 4 VITHEL RIT
FTIEBL FEMMEZ BN Z/5 2 L7 2415
G L2 BRIV 2R3 2 & AR S

18. FEDZEIE

18. 1 1EAA¥F

FVAFLY Y ARFVINETORT Y 7 THY. BN
THEMRHWTHLAEN ALY VBRI, Ty ItT v
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