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HWHE. BRAICRALATLY Y A RFYILELTIO~
20mg#x 1HIEREO®SE T 5, %8, 1H5~10mghr 65
ZRB L. F, ERICK D EEERET 220, |HRARE
BIZ40mgE TET B,
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9.1.2 8AYU D AMAEDESE
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9.1.3 RNMEREDH 2EE
BEORESMOFEAEEZEEL., HEEELSES
BENND B,

9.1.4 BERRIBRERDEE
ERE» oG5 2MB L. HETHEERHRLITITD
&, —BREORMEMERTZEIIBENGDH 5.
[11.1.4 2]

9.2 BREEREERE

9.2.1 EERBHEERS (IMEJ L7 F = /fE3.0mg/dL )
DHBEE
INSDBEZNRE LA R TR 2 HET
HERHBIIERL TRV, BfELrELLIES S
TN H 3. [16.6.1 2]



9.2.2 MRERPDEE 10.2 HEER (HAISERT ST L)

BEREr»oREE2FB L. HWET 2HE3R%ITTD | 4% BEPRNEIR - HEEHE | WF - faRET
&, —EORBEMERTZEZ T BELNANH 5. V) LREFER|ME A Y 7 L ES EARKFOT LR AT 0
[11.1.4 2] FRA A¥BHZENDH5. |V aWMmEIERIC &
9.3 ffikaeEEEE A¥Ta )57 kv, DAY LEFEER
BEXIIPEEOFREREEE (Child-Pugh X 2 FUTFLTFLY SHEmT B ENS
7 I5~9)THNLAYFILY v OMEFEEN ERTSHZ & E3 3.
PHESINTWDS, [16.6.2 ZE] DRI 1| fEBE T | B
9.4 &iEREEE I DE LA 7 L% EDHHHBEH
9.4.1 KT BAREMDH IR FIBR B FEA —3B Y O 2 L FE (R R I FE A C IR %
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BREERIET v IOF T ¥ v I ZEFERHE 28 M) ZOLAF |\ DHB. BAED»S L= VEESTIEL
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: ﬁ R BENDH B, SEFEHE. I
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11.1.5 FFEREEREE (BHEAEH) . B8 (BHEAREH)
AST. ALT. v-GTPLAZOMKERENHSDND
ZENH B, [8.1 2]
11.1.6 M/\RIEA (SEEARER)

11.1.7 {EI¥E (585 AHH)
BRAER. SRR, BT, FOBX. HEhET., B,
BERBEESH o bNLEEICIIREE2RIEL, E)
RAMBETO L, BRRIGEFORBETHSDNP
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11.1.8 & ERRLERAE (SAERIH)
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P E 2T 2 &,

1119 7F T4 SFT—BEERH)
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EBH#E5ICLD, RERDZES>EEOTHSH 65b
NBZZEDRH B, ERICEVBEHEZHESEIRDON
TEDRENDH S,

11.1.11 REEMERHR (SEENEH)
FE, MK, MRIREEE. MOERXAREE S & 0k S M
RPDOEONBZENHBDT,. TDOLDRIFHITIX
BEEHhIEL, BIBREFRLVEVRIOBRESDEY) %
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i
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£ FER. REE),
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14. BALOZER
14.1 ERIFARFDEFE
AKHIZ X BRI VIEBRESIFI I HERAY Y b ATV
RIEEIAIE E —At UEEZESFEFTNICTRE LGS,
X MRV I VIEBERFI I HERAY v b X ILVERIES
HSENECTHIERHEHDT. —aLIL#T 5 &,
14.2 ZEZIRZTBROER
14.2.1 PTPEEO#HAZPTPY — bS5 WO H L TIRAET %
EHEEFTHZ L, PTPY— bOERERICEK D, BV
AERSREREARIA LUy BIZIZZELZ B 2 L THERE
HREOEELEMELZHHET LI EDDH 5,

—_3—

1422 RANZFO LICOETHEZRBSE2 EHET
O, Kz LTIRAMETH D, 7z, KTIRATZZ
EHTE D,

14.2.3 RENIB/-F LORETIE, K LTRASERZWI &,

16. EMENEE

16.1 MHRE

16.1.1 BOES
R ABHESIFICA L AT LY > XA RFY I)0L0D
$EA0mg 1§ (K72 UK THRA) SUE AL AL > X
FF YV IVEE40mglEOKTIRA) 2. 70 A F —N—IET
ZEERHEEREOREG LT, BEREOF VAT LY > D
%%QJ%/\OE AX—=% %Hﬁﬁ L7z, CmaX&UyAUClast@)%%{ﬂ
FHEED OTRO0%FEEXAEIE. »WIFNn$0.80~1.250
HHANTH D WA OEYERSEESHER S W3,
FNAFILY Y XA RFY I)NVODEESME. ODFElOmgKk
U'OD#E20mg i3 [ & & A R 74 2% D ETEBA 0 AW 219 [F
LSRR A T4 ICED &, ERERFZ AN ALY
¥ A FFY INLODFEA0mgE L7z & &, BHEHIFRE
CHES N EMENICAFE AL Sh,

FNAFILE Y A RFY INO0DEE40mg (K4 UK TIRA)
XIEFNAFILE Y A RFY 2)LEE40mg K THRA) B MmO
WD F IV XTI Y v O EEHER

(ng/mL)
1400

1200 | —a—5E40mg (K THRA) (n=51)
—e—OD#$E40mg (K THRFA) (n=50)
——0D#§#40mg (KLU THRA) (n=51)

1000

mean=+SD
800

600 -

BEEEE

400 rf

200

0 12 21 56 48
B 5 (hr)

FUAHFILE Y ARV IL0ODEE40mg (K7 LIZK THRA)
NIEFA ALY Y A RFY I )LEE40mg UK THRA) Bl T
EBOFNATIVY > OEYFREISNT XA —%

e e I
&gﬁfgé‘% 51 [978+331(2.5+0.8|7.5+1.2|6,770+2,180
?iﬁ;;%lf 50 |904+256(2.6+0.9(7.5+1.2|6,570+1,810
(ffi%gé) 51 |983+234(2.140.8|7.4+1.0|7,170+2,090

mean=*SD

TR RA B 2461 A L A S LY > A RFY I)5mg,
10mg. 20mgKk 0*40mg# ZZERE AR ORSG Lz & &,
FINAHILE > OMEFREEIIEPPICER L, #51.7~
22MMIBICREIGE Lz, CmaxRUAUCIKEBRSEICHE
WL 729,

FIAFILEY Y ARFY IJVHEREOKREREOFT IV ALY > D
HYFREIST X —%

Cmax Tmax ti2 AUC
il (ng/mL) (hr) (hr) (ng - hr/mL)
Smg 6 152+31 | 1.840.4 | 8.7£1.2 | 892191
10mg | 6 | 277%£46 | 1.7£0.5 |10.2+1.8| 1,576+244
20mg | 6 | 481%£117 | 2.2%£0.4 |[11.0£3.8] 2,903+915
40mg | 6 |1,006+152| 1.7£0.5 |10.6+4.7|5,807+1,142

mean=+SD

16.1.2 RE®RS
AREHSIMERBRZEICALATILY Y XAFFYIL
10mg (20%1) % 0*20mg (19/1) % 14HME. 40mg(10f41) %



THRERERZOBREG LA, BEREHOF L AT LY &~
DEYFREZHINT A =71, ROEBDTH o7,

BER |HIK Cmax Tmax ti2 AUC

(ng/mL) (hr) (hr) | (ng - hr/mL)
10mg#*V | 20

294.3+£78.7 |2.24£0.8/6.5£0.9/2,033.5+£478.5
20mgH#P| 19

516.9+150.6 |2.5+1.1/6.3+£0.8/3,394.7+£917.3
40mg*? | 10 ]1,039.0£250.6|2.6%1.0/6.0+1.0/8,162.0£2,345.0

E1) 14HE#E, E2)7HREHS. mean+SD

BELRBABE27THICHA L AT ILY Y A RFY I
10mg. 20mgMKk *40mg#% 1 H 167 HERKEFRZ OIS L 7
CEDOMEBHRANAYIY VBEEHF L&A, HP
MICEFREBIEL, ERBERIIEAERDSNZ» 725,
16.2 IRUY
16.2.1 BEDOFE
BEEZBABELI2HICF LA LYY XA RFVIL
20mg % ZERE RS, (KRB BEIB07 % H 5 WIS B &E
B0 ZICHEREOKE LIz L&, ZNTIAOF I AT
7 > OCmaxRUAUCICIRIFEAEEII L, BHEORE
WD SN D 720,
1622 NAATPRASEUFT o
BELZBRABH24FICH L AT ILY Y A RFY I
20mg % 22 MR B ERE L1 5 U3 A L X )L % >~ 16.2mg%
BIRPICEER G L. RN T RA T8 51 23KD
ToAER, 25.6%CTH->7- SEATFT—%),
16.3 B
16.3.1 IiEEBEEE (RIEEZE)
FIAFILEY OMBEEABERIZOEELS . EITT IV
TIVOINLT 7Y YA MKEET B (in vitro) . 7
L7 7YY EDHARBTIILT 7 > OEYBREICHE
A7 MKERERICHELZ RIS k> HHEAT—%),
16.4 X35
FNRAFILY > XARFYVINIZ, EOKREER., FI9NEE
B, I BVWTI AT S —YIC X BNKDREZ
. EHEREOF LAY LY VICREE NS, MIEFICIE
FIVRAFIEY > DHDPRD 5N, TOMORBYNIEFEREL &
W, EMNFIZTY—L%2FHW, Fhrua—LP4505 T
FHE(1A1&2. 2A6. 2C19. 2C8&9. 2D6. 2E1. 3A4)D
WEHEICOWT, FURATILY VICKBHEREZRI LIS
5, BERABTHES N2 MBEFEETIIVWTIOSTED
FEALHE Loz, 720 b MEEFMICT. AU
AFNEY Y ARFYINILKSETF b7 a—LP4500FEE T
D SN D57z (in vitro) .
16.5 HEtt
BERE R A BHEOFICAC-FILAF LYY A RFV I
20mga BEREOKRS Lz A, #5 LIRBEED
12.6% (240K5fEI#2 £ T) BIRFIC. 77.2% (31 2W5[Et% £ T)
AEPICHRtE N GHEAT—%),
BRI ABE24BCA L ALY >~ X FFY I)05mg.
10mg. 20mgKk*40mg = ZEE R BEEIREOAR G Lz & &, #&
SA8KFM E TICRANIZA LAY ILY »H511.6~ 14.6%HE &

niz.
16.6 HEDERZEITDEE
16.6.1 BigEESEE

TR 7 R B8 & . B pERRE B E 260 % EEERIIC
8~OFI T OIBIC T 534BT L. FNAF LY v
ARFVINI0mgzIHIEI7THRRERZORSG L &
D7THHOEFIREBICB I AR AL AT LY > DAUC
ORMFYMEIL. BEREEET LR LT, BE, 7%5E
ROHEESKERERETZNZN1OM. 1.865, 2.8(ET
HokDHEAT—%). [9.2.1 BR]

16.6.2 FTHkpEE=EEE
BEROPEEFREREREL2H1ICAH LA LY Y R
FFY IV10mgz EEREREORS Lz & &, e
EHH & LT Migh 4L A5 )L% > OAUCH K Fy
BREAZNLIUE, 1.7ETH- D HEAT—%),
(9.3 2]

16.6.3 SkE
BELZERE (65U L)6FIICF L AFILY Y XA RFY
IV 10mg#a BERRH%ES U, BELIESRE S 4L A Y
V7 DAUCOMKMFHfEZ I LIz A, 1FEALEE
BEDENLED 728,

Fo. BEEMEERE (75 E) 17HIC AL AL E >~
ARFVI)N10mgZEIHIBIT4HEREZO®RG L&
2%, EEEEEIC B LAUCOSAFEEHEA . MEmiE %
AU, EEHEIEEAERD SN G727 (ALE A
F—=%),

17. BRPRAE
17.1 BMERUREE(CET 5HR

17.1.1

17.1.2

17.1.3

17.1.4

17.1.5

17.1.6

EA R ER
AEHEMEERE Z2WHRELZFLATILY Y X RF
VIO ZEEREERBEE S TEERRBE TOMERE]
% & Lol IR (NREGIEC /- 5152 1379.8% (364/4564) |
[HIEABE] 2 & F 2 WIEFERIZR4.7% (364/430f) TH - 72
BB, 0D BB - PEIEOAREY S EERE 2 MR
EL-—EHEMHEREIC K > T AFIOH TSR
nrz.
EERIEANLATILY Y XXV INEEZART
FE L. 2EEDNICERBELZR L%, 4~8BEMT
BRICET A EPHERENT,
HCORBE @ IR 0E (-20mmHg B _E) K OEGREALN A (-10mmHgBl 1) % 7=
T, BHIE(-13mmHgl k) #7984, &0 TRHE
W% TH->TH150/90mmHg Kl (27 L, ARBETR
140/85mmHg i) IZFEFE L 735 &
ssox RREIER  IUEILE (-10mmHgBl k) B OSBRI (-SmmHgbl k) %
Wi THE, 5V IEEHIE (-7mmHgbl k) %735
EMEE MAEEER
EHAEREZ S BIMEERE 2 WHRE Lz LAY LY
v A RFY INVOHKKETOMIERE] 2 &TRER
1368.0% (17/2561) . THIEAHE] %2 & F 2 WEERIL
77.3%(17/226]) TH - 7z0
RIERFBISE L. BMRERA10.0%(3/3041) . EEEME
EEEEH20.7%(6/296]) TH D . 3B 5Nz HhELEIR
DOFEIWERZ. BEE(R) . KINLEROA%3.3%(1/3041)
Th-oTzo
B M1EEER
ERESMEERZEZNRELEILATILY Y X FFY
SLVOBKRRBRTOIHERE]| 2 ETRHERIZ86.2%
(25/729%1) THIEARRE] % & F 2 WIEERIZ92.6%(25/27
Bl TdH -7z
R EFFBBEE L. BfEERA6.9% (2/2961) . HERK
BEEEEN21.4%(6/286) TH D 38D 5 N7z HthELER
ORIEAIE. BREEOEEA3.4% (1/2961) TH - 7z,
ENEER R (REIRS)
BAE - PEEARESIMEERE Z20RIC, 127 AL
ALYy ARFYINERMBES LR BELE
FEEZNRPE SNz, [HIEAHE]ZETHRERIZB0.7%
(134/166%1). THIERGE]ZEE 2 VWEEHIZ3.1%
(134/144%1) TH > 725
ERE D858 (RERS)
BAE - PEEARRBYSIMEERE 205 RIC, 125 AR L
APy ARFYINENLTYLFERAID LG
A 7HA NRAREEEAE RS UIHER. ZE LRk
EMEIEONT. HNT T AERFIRBEE TCONEER
HE| 2 & TR ERIX85.0% (17/2061) . [HIERGE]Z2E&E &
WIEERIZ100.0%(17/1761) TH - 7. FIREIOEHEE
TOHEREE] 2 & THERIZT2.7%(16/2201) . [HER
BElZ & R WEETERIZ100.0%(16/1661) TH -7z,
BEFRESEE L. ALY LEHAIGEEER CHME
FERA4.5% (1/72261) . FERIEEMERE 554.5% (1/2241)
FIPRAIOF AR T B ERERA337.0% (10/2761) R
HREMEREH25.9%(7/276]) TH - 1-. ExBEMEERD
BWERIZ. AV AETAIGERBER TS < 544.5%
(172261) FURAIGRBIER TO £ 14.8%(4/27H) T
Holz,
EMRE I+E55R (MEBWZEED)
BOE - PEERBESINEEZNRIC, AUAT LY v
X RFYVINZIEMBZES L. BHETHTOEREICLS
QAREEME HNE B 2 5T L7285 R, AL ALy > X
FFY INEFIHIERERSICBWT, ME#EO T 7 7 A
ICHEEZRITT Z Em< . EREMIMEZBEIETRS
52 &L 24BMERE UI-BEEERAZRT 2 E MRS
nrz.



18. IR
18.1 {EF#F
FILAGFILE Y ARFVINETORSIvITHY, &k
NTHEERBEW TH AT AT LY VIZEBSh, 7V VF
TV VI(AL) 7 A F1(AT) ZBERIGERIC/ER L TA
IoKEEZBHENICHEL. AERTHHATOEMRERH%Z
W9 %,
18.2 7 IA Ty I SEINENIER
FNWRAYIILEY Y OATIZBERBEIIERAZ & AT IZRBEA
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(Olmesartan Medoxomil)
£ : (5-Methyl-2-ox0-1,3-dioxol-4-yl)methyl
4-(2-hydroxypropan-2-yl)-2-propyl-1-{[2'-(1 H-
tetrazol-5-yl)biphenyl-4-yllmethyl}-1H-imidazole-
5-carboxylate
P3F3 + CaoH30N6Os
SFE 1 558.59
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22. 3%
(FILATILST >~ ODEESMg [DSEP])
(PTP : #z2/2&%IA D) 100%E(108E % 10)
(F VX)L > ODEE10mg[DSEP])
(PTP : #21&&IA D) 100%E(108Ex10) 140%E(148Ex10)
5008 (108Ex50) 7008 (14%E X 50)
(F VXTI > ODEE20mg[DSEP])
(PTP : #2/#FIA D) 10032 (108Ex 10) 1408 (148 % 10)
500%E (108E x50) 7008 (14%E X 50)
(FFRF v TR NT D EREIAD) 50088
(FILXT)LSY > ODEE40mMg[DSEP])
(PTP : #2/&HIA D) 1008E(108E% 10)
500%E (10%E %X 50)

1408 (148E x 10)
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