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14.1 ERIFAREFDEFE
AHE X MRV I VIEBIEHAIIEHEAY Y P AV
FRIEEIAI% » —a b LERE SRS I TRELLIGA.
X MRV VIEBESFIIEHERY v b XAV IVERIES
HSEPBCTHIENHEDT. —a{bILBET S &,
14.2 FZRIZMROER
14.2.1 PTPREZEOHHZPTPY — b2 S5WMOH L TIRHT %
&I#ET LI L, PTPY— FOBEMKICED ., BLH
AP BEEREARA L, BEICIEZEL2B LU THERE
AREOEELAMEZHHRT LI ENDH S,
1422 RFNZFEDO LICORTREZBEBHS TS EHET S
O, Kz UTHRHATETH 5. /2. KTHRAT S
EHTED,
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14.2.3 RANIE/-F EORETIE, K LTRASEZVWI &,

16. EYIENRE

16.1 MEE

16.1.1 BOlgs
BEZBRABESIHNCA L AT LY > X FFY I)L0OD
$EA0mg 1 $E (K7 USUIAKTRRA) UEF VATV Y > R
FFY IVEE40mgl8E OKTRA) 2. 70 A4 —N—ET
ZERERHEERREO/RS LT, WEREIOA L AT ILY > D
EMEAE/ ST X —F 2 HB L7z, CmaxM CAUCLqaD %A
SEEEO O TFO0%EHEXEIE. WINnd0.80~1.250D
HENTH . WEFOEYERESEESER SN2,
FNAFLY Y X RFVILODEESME. ODEELOmg Kk
COD$E20mg I [ & B2 E 7 % 3% L E 8L 0 A W1 £/
LR RS A ICHEDE, EEEF 2T L AT LY
¥ ARFYINODEE40MgE L7z & &, BHEBEILES
LHES N, EMZENICEFEE AL SN,

FNAHILE Y ARV IL0ODEE40mg (K% LUK THRA)
XA NAFIY > A RFY I)LEE40mg UK THRA) Bl %
BEEQA VAT Y > OIS

(ng/mL)
1400

1200 —a—§E40mg (K THRFA) (n=51)
—e—OD#$£40mg (K THiA) (n=50)
—6—-0D#$E40mg (KL THRA) (n=51)

1000 |

mean*SD
800

3 600 -

400

200

0 1'2 2‘4 3‘6
B (hr)

X

FIAFILE Y X RFY 3I)L0ODHE40mg (K7 LI TIRA)
RIEFNLRXFLE Y A RFY 3I)L4840mg OKTARA) BERE O
EROF VALY > OIEMEREIST X —4

A s (rigr?ri)i) | o (n; L)
&?ﬁ%ﬁ% 51 [978+331|2.5+0.8|7.51.2|6,770%2,180
%Iiﬁ,fg‘;%g 50 |904+256|2.6+0.9|7.5+1.2|6,570+ 1,810
(ﬁﬁ%gg) 51 {983+234(2.140.8/7.4£1.0|7,170+2,090

mean+SD

BRZBABE24GCA VALY > X FFY I)L5mg,
10mg. 20mgMk 0*40mg#z ZEERHEREORE Lz & &,
ALY > OMBERBEEITERL I R L, #5117~
22MBICREICE L., CmaxRUAUCIKESEICH
WML 729,

FINRAFIE Y ARFY IJVBEEREOHRGREOF VAT LY > D
SHEMIBEE) ST X — ¥

— Cmax Tmax t12 AUC
el (ng/mL) (hr) (hr) (ng - hr/mL)
Smg 6 152+31 | 1.8+04 | 87+1.2| 892+191
10mg | 6 | 277*x46 | 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 RiEH®RSES
AEEHSMEERZICAILATILY Y XA RFVIL
10mg (2041) % 0*20mg (1941) Z 14HE. 40mg(10f41) %
7THREIREROHE L2 A, BEKHOF LAY LY
DEMBREERIST A —F1E, WOEBVTH -7



Tmax | tie AUC
(ng/mL) (hr) (hr) | (ng - hr/mL)

Cmax

BE8 |fH

10mg*!| 20 | 294.3£78.7 |2.2+0.86.5+0.9/2,033.5+£478.5

20mgH#P| 19 |516.94£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

1) 14HM# 5. #2)7HE#S. mean+SD

BELZRABE27THICAIL AT LYY XA RFY I
10mg. 20mgk 0*40mg# 1 H 167 HERKEFR RS L7
CEOMBHRANAYILY VBEEHF L&A, HP
MICEFIREBIEL, BEBERIIEAERDSNZ» 725,
16.2 IRUN
16.2.1 BEDEE
BEZBABELI2HAICF LA LYY XA RFVIL
20mg% ZEfgRE, KA BIEI307%H 5 VISEEAE
303 ICHEREOREG L&, ThETNDOFT LAY
7 > OCmaxRUAUCICIRIFEAEEIILL . BHORE
RO 5N o720,
1622 NAATPRASEUFT o
BEZBANBE2ABICF VAT LYY A RFYIL
20mg % ZZRERF OO 5 XUE AV ALy > 16.2mg%
EARPICHEEIEG L, N1 37 RA S8 5 1 2Rk
TRER, 25.6%TH-7=(FHEATF—%).
16.3 91
16.3.1 MiEEBREEE (RIVEEZE)
FIWAYIY OMBEAFBERITONEREL . EIITIL
TIVOINLT 7Y YA MIKEAT B (in vitro) . 7
L7 7YY EDHRARBTIILT 7 > OEYBREICHE
P MKERERICHEEZRIFE P> -(HEAT—%),
16.4 X35
FNRAFILY Y XARFYINIE, BOREER., FI9NEE
. I BVWTI AT S —YIC LB NKIR%EZ
F. EEREMO AL AT LY VicREIEN S, MEEFICIR
FIVAFNEY > DHDRD SN ZOMMORBWIIIEE L7
W EMFIZuY—2ZHWN, F 7 u—2AP4505 717
A (1A1&2. 2A6. 2C19. 2C8&9. 2D6. 2E1. 3A4)D
WEHEIZOWT, FURATFILY VICKBHEREZRILI-ES
2, BEHABCHEESNAMBEFREETIIVI OGS TFRED
FEAEHEL o7z, F72. b MEEFMARICT, AL
ALYy XARFVYINICESTF b7 a—LP4500FHE T
D 5N 571 (in vitro) .
16.5 HEtt
BREZBABEOHICHC-F AT LYY XRFVIL
20mgZ BEFO®RE L 25, BELEBRSEED
12.6% (2408 [ £ T) BRFPIC, 77.2% (3128 RE% £ T)
AEPICHRtE N GHEAT—%),
TR BRABHE2461C A VAT ILEY > A RFY I)L5mg,
10mg. 20mgKk*40mg = ZEME R BEEIREOAR G Lz & &, #&
BASKRIE TICRHICH L AT ILY »H511.6~14.6%HE &
nrz.
16.6 HEDEHRZEITDEE
16.6.1 BikpEE=EEE
TR R B8 & . B pERRE B E 26/ % EEE R
8~OFI T O3B T 534BT L. ANAF LY v
ARFVINI0mgZIHIEI7THRRERZORS L &
DO7THEHOEFEREICB TSR L AT LY > DAUC
DOFXMEEIT, BREEFEE SHBRLT, BE, 7EE
RUHEESKERERE TZENZN1OM. 1.86%, 2.8f[%T
HoDHEAT—%). [9.2.1 BR]
16.6.2 FTHkeEE=EEE
BEROPEERFREREREL2H1ICAHLAT LY Y R
RV IV 10mge ZIRREERECRE Lz & & FTHEE
EHE & U TR AL X 5Ly > D AUCH AT
fEZZENZNLIE, 1.7ETH o720 (HEAT—4),
(9.3 2]
16.6.3 Skn&
EELERE (65RUL)6BlIIcA N AT LYY X RFY
IV10mga BERROHE U, BELIESHREE T ILAY
W5 DAUCOEMFEHfELZ B LIzE A, 1FEALE
RO 5N o728,

Fo. BEEMEERE (75 E) 17HIC AV AL E >~
ARFVIN10mgZEIHIBIT4HEREZORG L&
2%, EEEEEICHEB LAUCOSAFEEED 1. MEmE %
AU, BEHEIEBEAERD SN G727 (FLE A
F—=%),
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17.1.1

17.1.2

17.1.3

17.1.4

17.1.5
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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
DIB-ANFEEHEETHFT LzE A, S0%HEERE (ICso
E)131.3nMTH - 7z (in vitro)e Ficw FINAFILY VIET
FEXFRTELEY FORHHIMEIIB T, ATICK SR
EMH L. 20MHEERITEDRER DR TS > 72,
Ty MRS XIZBWT, FUAFILY Y XRFY I,
ROVEICIVATIC KB RERS 2B L7z,
18.3 FEE(ER
183.1 ANRAY LYY XRFVINRBOKEIZED., BES
MEZ Y b BMEERFET v b EEMET Y bOJE
WCHRWEEERZ R L7, DIBBUCEE 252 2D - 729,
1832 ANAYINLY Y ARFYIINEZEMEEBRFIET v M
24BEMIREROREG T &, MHEEELDZ ERKEL
TeBEEERZTR L. RATEOHERLBO SN 572, F
7o 1AHBERERORS%Z, RELTH YNV FIERR
Shahr-o729,
1833 AN AYINY U EBMEBRKEET v MIEIRNESE T 5
t%%%ﬂ%ﬁﬁﬁﬁmb\%m%ﬁ?wﬁm BHH5N
o MEIERBE LA, DEEICEbIZZR < DAHEIE
ﬁﬁbto%01\$%® FEMEAIE 25 E OILRICHE
O BREMEEROBIICE2bDEEZ LGNS,
183.4 ANRAY LYY XARFVINEZEIMEEBRFEET Y M
200K ERORSG T 5 &, MEDREE & BIZRFEH
Rl RO 7 L7 2 VB OSSR s, BliEoRHE
FiROWEDLRD SN,
1835 ANRAY LYY XARFVINEZEIMEEBRFEET Y M
SHEMNEROKET SE, MEDORNEE ELIDERED
E R R PDAFRRMEROBD RO 5. DIEKZIEHT 2
ZEPHERE NI,

19. B3RS ICET 2IB{EZHFR
—fg&  ANATFLY Y ARFV I
(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
% R HE~HEOEOKEEEONKRTH S,
7= MU LIETY ) =) (99.5)1C
KITIEE A EB T 20,

Bz <,

H,C_ OH
H.C o CH,

HN—N

\\
at

PEREL - log Pow=1.0(pH7)
Pow=(#27% ) = HHOFILAFILY > X RFY
IVEE/KBEOFVAFILY Y A RFY IVEE)

20. BEWLW EDFE
LI —RIZT5AF v 7R MIVREEEIE
FIHT L,

B % BT TR

22. g
(FIWAXH)ILT >~ ODEE5Mg[DSEP])
(PTP : 2/8AIAD) 10082 (10%Ex 10)
(FI X)L >~ ODgE10mgIDSEP])
(PTP : BzZ8&IA D) 1008 (108 x 10) 14082 (148 x 10)
5008%(108Ex50)  700%E (148 X 50)
(FIWXH)ILT >~ ODgEE20mgIDSEP])
(PTP : 52BHIA D) 100%E(108Ex 10) 14082 (148X 10)
5008% (108 x50) 70085 (144 X 50)

(FSRF VTR NS L EEFIAD) 5008
(FILXT)LSY > ODEE40mMg[DSEP])
(PTP : #21EAIA D) 1008E(108Ex10) 14088(148Ex10)
500%E (10%E X 50)

23. FERR

#*1) FEREHIZA @ FEEMEZ 2017 5 47 1 1353-1355
*2) BRERMIE D | R BERHE ARIAAMEE 2021 5 29 1 49-54

3) HNER : BRANERRABEZNRE LA VAT v 7§
40mg & [JPE PN R IZESE D LE W) 2 O TR SR 1 3B

4) HZHITAH ¢ BRES 2003 5 19(10) @ 1131-1142

5) HpZIIAD ¢ BRESE 2003 5 19(10) : 1143-1156

6) HHFZHIIA @ BRESE 2003 5 19(11) : 1283-1295

7) von Bergmann K, et al. : ] Hypertens. 2001 ; 19(S1) :

S33-540
8) M : [
9) /MtEZI1Z A 1 =3t

24, HEARERUEVEHEE
B-=HT 27 7 A& BEREKE
T103-0027 FHEHFHRX HAHE2-13-12
TEL : 0120-100-601

26. BUSIRTEHRES
26.1 BHEMRFTT

O FSHIXT»HHEH

FULTHR H g X H A AT 3-5-1

15% 20035 19(11) : 1297-1306
FERTEH 2003555 1-91

Daiichi-Sankyo

26.2 BRTiEHE

O _1\**_(23*i

%R%‘I@FPS‘%EEIZIK#%ZL‘WTS—S—I

Daiichi-Sankyo



