2023F9HMET (BB1HR) HAEE R R B S
872149
L - ERRE ARES IR 7E R A
BREAA : 3F OD#£10mg| 23000AMX00214000 | 201942 H
OD#$20mg| 23000AMX00215000 | 201942 /]
OD#$40mg| 23000AMX00216000 | 20194£2H
SAIIMEAT, LET9—-TJ0v H—
FILABTILI Y XA RFYIIVOEANRRIESE
>
AIWAYIIVY 2 0DsE10mg UG
>
ANWAYIVY 2 0Dsi 20mg G
>
ANWAY I 2 0Dsi 40mg [JG)
Olmesartan OD Tablets
TR
) FE-EEEOMAFZICIVFERI S &
e = i
2. BR (ROBBCRBSLBNTE) e I
2.1 RRIOR I UBBIEDOEBVERED H 5 BE ES
2.2 IR SUAIEIR L TV A TR O B BRI (9.5 B S L A LA
2.3 7URF LY 7T LBEERESROBRFERE (271, opﬁmm“pJgggi 0D20 JG
fOEEREZ{T-o CbaBMEOTY ba—LHELL CHE R | BEEOES =5
AROBEEZRL) [10.1 BHE] 12 B L 5/8.0mm 2.5mm 150mg
5%,
3. #ERE - HR Heosl| #F EE (AE
3.1 #8r% BALD
s HHHS - L &S
” (1 ) " AL ATy LB FNAFLE Y
D-v>= b=, #&tln OD §t 40mg 1G] | 1 5 10 OD40]G
— X EB#EL Fox SO CHER BE Es  #R
¥lrtila—2, hEOIY 2B W H9.5 3.6 300
FNRAHF LY E%xiié?ty FyF e REFLSOCL 5. T 2o e
ODﬁl&gFKﬂlomn h tLa—2A, AT7 VBT
omg FUT L, BEEKS AW, T 4. FHEEIFHHR
2NN TF—L(L-7 2=V T7 T =
LA LAY Rl I FEE
D-vv=F—J, RO 6. RERUHE

AL RGN v
OD $# 20mg [JG]

HE ALx3Ly
YA RFYIL
20.0mg

— 2, KE#EL FuFx> 7o
Eltila—2Z, hETIY
FrFrieraFrTun
tha—2A, AFT7 ) VT
I L BEEKTARE. T
2N TF—L (L-7 2=V T7 T
= ALEM) . FAY =L

FTUAYFILEY v
OD #¢ 40mg [JG]

HE ALx3L¥y
YA RFYIL
40.0mg

D-v> = bt—, EREtro
— 2, KE#EL FuFx> 7o
Eltla—2Z, hETIY
Fr7r e RaFrSain
tla—2, AFTY VEET S
ITT L BEEKTAT. T
2NN TF—L (L-7 2=V T T
—ALEM) . FAY =L

3.2 SFIDHEIR

s | SO ks o ER | AGRT
HEof| ®m  BEm o
AL O -~
B Wi g .
7?)1/%*7‘21/57/&“7,))2 FAIWAYIE >
OD $ 10mg [1G| 3 4 5 OD10JG
cH Ry BE RBs  HE
12 B W At|6:5mm 1.9mm  75mg
H%Bo

WE. RACEALAT LYY XARFVILELT IO~
20mg % 1 H 1 [E&EO®E5T 5. &B.1 H5~10mg » 55
R L. T, FERICKDBEEERT 22, | HREAREGEID
40mg £ TET %,

. BEEREARNER

A Kl REGT VAT Yy ISR EERARSGRICEE S
HHERESD S b EDORENH 2D T, FEEREZE
Mg %% EBEEZTITH 2 . [11.1.5 2]

.2 FTRI 24 BRIIIBE LW ENEE LWL, TUIETF Y
NI RBREBERFIR S RO BE T, FBROFHFICL= -
TrIFTF Y ROMEERICE AEELZMERNZ2EIT
AN D B

S BEEERICEDLCHDE WV, 56O BHbobNSIENHS
DT, BFEE. BREOESEGERE ML BH L IRET 25
WIIFERSEH &,

. BEDERZEIDEBEICAHIIER

1 GHHE - BIEEEDH 3 BE

A1 mAEEEIRREDS B BEN EFE TERIRKEDS D
BE
BWEEPCEERLVEHISNSBAERE. ERHIZETSZ
Eo BMMEDRED R ARERMESBEDETIC & D S0EICEHKRE
rESEDBENNDH B,

1.2 8AYY LIMMEDESE
WERESPOCEETVW K shSHazRs, ERIZETSC
Eo MAHVYLMEZBESELBENFH 5,

T/, BHERE. 22 O - VARORERKFEICE D ME S
U LAENELSZDRTVEZETIE, MEHY VAEICERY
5T &,

(Y]



9.1.3 RMEEZEDH3EE
BEOCREPNIKA2ZZELL., REZELsEL2BZTLY
H%Bo

9.1.4 BERFEREPDERE
ERE»SRSZMGE L. BEITHHEIIMRAITITD
BECRBZMERTZEZITBEZNTFH S, [11.1.4

9.2 BHREEESEE

9.2.1 EELFERKERE (IEJ L7 F=V{E 3.0mg/dL LRI E)
D&HBEE
INoDEEEZNRE LIAMER RN 2 BE T % BIRR
BEIEBRL TV AZL, BEREZBLSELI2BTNMNVH 2.
[16.6.1 ZH]

&,
S

9.2.2 MKBENHDEZRE
BRE,PSREZMIL. HET2BHIMFELITIZ L, —
BEOSBUCMEERZEC T BTN H 5. [11.1.4 S]]

.3 FFikeEEEEE
BEVIIPEEOFEERERE (Child-Pugh 5EA37 15
~9) THLAYILY v OMBEFBEN LFT 5 LAHRESN
TW5, [16.6.2 ZH]

9.4 &£iEREEE T BE

9.4.1 iR Y ZTTREEDH DL
HIRLTWAZ ENBENT T o V4T o v U EMBBERIEE
A ET7 >4 T ISBEEERAZER L. BRE - ik
BAOHE (BARL, HE - i - BOEEAL, ETE) HER
D ENTBIPHESNTNBDD,
AEIOEEIEN S, REBOAESLEE L TEAFHRS DN
B2 EEICHE L. BB oAk 2 LR 5 &k
ENBZEEICDOARET S & o, BEPDBELIEAICIX
WOREBHEICEET A&, [9.5 B3]

(1) AAEMESREBENICEFRE L TWA W EEZHERT 5 &, AKH|
BEHRL, HRELTWAEWT 2 EHICHERT 2 &, 85
AIZHEIRAMHIBE L7235 &ICiE. BEb IS x2hiEd 52 &,

(2) MOFIHIZOWT., KA EHBEICEBZEICHET A2 &,
F7-. BEFRLRBREICSUHBAT S &,

C JERARICARRI ZFER L2GE. IRIR - HiAERICEE S RITT
VAINHBH &,

CIEIRASHIEA U7 LEEE DN S 551X, HP 2 ICHESEICHEE
T35 L,

- IR EENET 25 A L. HEEICHERT 22 &,

9.5 1R
IR SASIER L C WA RIEEME D H 2 HEICIZE S L na &,
B EHICIEIREASHIBE LB A E, B IcEEEFIET 5 L,
HRFEROKIAICT v O 7o ¥ v I SBEERAIN T >~
DA TV U EBMBERIAER 2 BE SN BE TEAKEDEE.
AR - FAEROIET., FERORME. BR2, &hYU LM
fE. HBOERAZ R OEHKBEIC L2 LR SN 5 D
WiE. EEFHEOEE. MOERREENSH 5 b & ORE
BH 5. (2.2, 9.4.1 =]

.6 =3

WAL LW EPEE L, EER (v ) O Smg/kg/H

THHHADOBITHERD SN TS, BWER (v - EEH

ROEILIRRE R S) @ 200mg/kg/ B CHAL R IC B EHRE % o

IR EHERD A 8meg/kg/ B T HIE I AR INH

UEBRMEOBENEDENT NS,

7 INR

INREERE U BRRBIEER L Thz L,

9.8 EHEE

MtAFAEZESF L, EEICRET 22 L, —RIGEBEDORLE

HELLZVWESNTWD, NEEEPR2BZNDPH5,

9.

10. ¥HEEA

10.1 HAZER HALBWLIL)

(FERBEEICHERT 5
Btre 7272 L. thDEE
WEEIT->TCbaBM
Enaryra—LyE
LLARDBEE KR
<o)

PHESNTWVS,

A 7% ERRAEIR - TEE A% W - fEbRE T
7Y RAFLV YT )V EBOCERMER, BRE L= -T I T Y
i3 E, &H )T LAMER ~ REEFERHERS
A CMRMED Y A7 M| NBFTEEENS B S,

(2.3 2]
10.2 HAER (HAICEETS I L)
S HRIREEIR - BB TTR W - falRE T

F19 7 SRR RA]
2¥a/) 57 8,
NITLTL %

MEAY 7 LEN A7
THIENDH D

KEOTILRZFa
FUWHHEERICE D A
DRI/IN 5 3R (2Rt =L

719 7 LFEHE] TEHIBENDH 5.
HALAH Y L% fElR T : BEREO
HHEE
PR I& A — MO B s MLE A | R R B ER] IR % %
Jut IR, TEECTBZNFH|TTVWAHIEFICIILZ
NI ZULAFTI| 5. BRBPOBREZ|VEEPTELTWVS
3 BIG L. BT 2551 | BEDVZ L ARV ED
[11.1.4 2] HEIITH T &o LRd 0,
U F v LBHE| UF I LRENRIS|HEZEFEIIRHETH
REEY F 7 L BEWDD B, BHFRUTLAF

RREVFILAF Y
DI ZRET 50
DNTWB 728, KAIH
T b UYL (R
THILICEDEDS
LEZObND,

TUAFL YT
i3

BHEEREE, Bh ) T L
IMRE & OME 1M T % #2 &
IBENNHBH. eGFR
7% 60mL/min/1.73m?
REOERERED H
HEENDT ) AF L
VIV IVEBRE DA
IZOWVTIE, IRE LS
ERrwEHEsn
BEEREEHITIS L,

LoY-F UV Ty
v REEERAERS
NP H 5.

TUIFT Y OB BRERE. SNV TL|ILZV- Ty I T Y
EERBAERA] MEROEMEZEC | > REEER I #ERS
TEENNH 5, NAFREEN D 5,

JERTOA FEERE BEEEAPEET 38|IERAT 01 REHKE

Al ENBDH B FANL. MENBRIER %
Ed A uRyY 7T
DU OERBEERIC
L0 RENOBEEER %
55 S5 RN H
%o

JERATOA REBEAHE BREL2BLSE2B| 7R85 750900

S FNDH 5 ABEEEERICLD B
MREPE T 5720
EEZOLND,

1. BWER

ROBWERPHHONBIENHBHDT, BEEZ 7T,
RENROONIZBEICIRE 2 HIEY 274 EEY) LB 21T

ST &,
1.1 EXBEIER

11.1.1 MEFE GHEREH)
HE. E. WiE, SOEREMERELTHobNEIED

H5o

11.1.2 8F2 (GEEAH)
11.1.3 8AYDLIAE (BEERH)
11.1.4 Yavg (GEEAH). KM GEERH). BEEK (EE

REH)

MErt, BEHHAESEY S 5 bNIHEITIE,

[ERSI I iAvIRA

WEZTS T &, [9.1.4, 9.2.2, 10.2 2]
11.1.5 FHRERE GREAR), BE (GAEAH)
AST. ALT. v-GTP LAZDOHEEREN,HSDONDH LN

H5. (8.1 ZH]



11.1.6 M/AvRRIAS (SEEEARBA)
11.1.7 {EIm#E (SEERR)

AR, ZERERE. Wi, FOBA. BRET. EE, FRkE
EEPHOoONBEICRREEZFIEL., BYLLEZ{TSC

Lo BRBAEFTOBETHSDNPT 1,
11.1.8 1EIBARIARAE (SHEERER)

A, B/ CK LR, mMAAERORFIA 7ary LR 25
BT ABNARMEBIENHODONAZENHBEDT,. ZDLD
RBEICIZESICHRSEPIEL, B RMEBEEZITHY L.
1M.1.9 7F745FY— (BEELH)

ZFOER. 2K, MEET. BRRESESERELTH S
ONBEZEDRDHY, TFHI74T7Fv—YavIEREILEED
HELDH 5,
11.1.10 EEOTH (BEEAH)

EH#E5ICED, RERVZFEOEEO TR HoONEI &
Whb. EMILVGEHMEZRBEIROONTZEOMENDH
%o
11.1.11 RAEEMERR (BEEAE)

FEE IZWE, PRORAREE, Mol X REES 2 S MEEM RS H
S5bNAZENHZEZDOT. ZOLIGFHIIIHREZFHIEL.
BIBRERIVE VREIOBRSZEOEY) 2 MEBETS T &,
11.2 ZDfthDEIEA

1 ~ 5% 1% SEEANEA
JBHUE #5 O
FRIMBREHD . ~|E MBS, | &m
i LU VR MR
AT b7 YUw b
A
\ HE, LB S| ERE. T E .
RS B BLOEE |HRE
HRE TH. BR - &
" ., OB, AW
Rk % BEHRRE.
ER. fEiE
, DEMT. B,
fEREE 13TH. Ko
ALT k5. AST|ALP L5
T e EH. v-GTP £
. LDH k57
BUN L5 %7 L7 7 = |$R
IR VR REAE
. RICERS
CK L5 CRP k|2 BBAmK. W 2E, B (F
ENES P ED) BEL. RO
2o KFEF. miEHY &), BIEBAHEL.
Y n bR, R AR TR
R R, LU B
BEY, BE

14. BRALDEER
14.1 EXIFAREFOER
AF % A AL I VIEBIESAIIEHEAY v b RV IVEEES
Al e —at LERZEEETICTRELLES. X MR
VIEREERIAIN IE A E RS v b A U IVEERIFSE N L AT S S
ENHBHDT, —afbidBTFSHT &,
14.2 FERIZAIFOER
14.2.1 PTP @20 #FEHIZ PTP ¥ — b2 5BV H L TRAT 5 &
S8 G 2 &, PTP ¥ — FOBEEICE D, BELSIAE A AE
REEARIA L, FICREILZ2B I L THRIRAZSOEE & &6t
ERHFETHENDH D,
14.2.2 ARNEEO LICOETHERZRESE 2 EHET 270,
K7z UCIRATRETH %0 F72. KTIRAETAZEHLTE S,
14.2.3 KENIEL-FEDORETIE, KZLTIRASEZWI &

16. FEHENRE

16.1 MARE

16.1.1 BOZS
ERZRABE 24 BlICFILASILY > X RFY )L 5mg. 10mg.
20mg % U 40mg = ZZEREEREORES L & & ALAT LY o1l
MPBEIEPPICER L, 55 1.7~2.2 BREZICE&EICEL .
Cmax KU AUC IZ#E 5 BICREVIEI L 723,

FNAFNE Y X RFY IVEEREOBRSEEO T LAY ILY > OZEYEH)

BRI A—%
it (ligr?ri)li) fres s (ng s
Smg 6 152+31 1.8%£0.4 8.7+1.2 892+191
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 kiS5
REMEMEERE IS L ATILY > XA RFY 3L 10mg (20 fl) &
U'20mg (19 41) % 14 HiE. 40mg (10 %l) % 7 HERERO®RS L
e A BREDOT N ATIY > OEYBREZHST A —F 1, RO &
1’0‘@’(“3@’)7’:4)*5)0

" Cmaxi3) Tmax ti2 AUCH3)
RSB PR ) (hr) (hr) (ng + hr/mL)
10mg=D | 20 |285.1 (0.253)| 2.2£0.8 | 6.5£0.9 | 1981.2 (0.234)
20mg=) | 19 |496.0 (0.300)| 2.5%1.1 | 6.320.8 | 3288.9 (0.254)

R 1008.5
% 2) + +
aomge | 10 | (0BS5S 2610 | 6.0+1.0 | 7848.0 (0.301)

mean=+SD

E1) 14 HRE#ES. E2) 7 HE#ES. I 3) #ATHE SEEREROFEFRZE)

TR BB 27 FlIC AL AL L > A RFY )L 10mg. 20mg K
U'40mg % 1 H 18 7 HERERO®REG Lz & SOMEBERF LAY LY
VBEEBE LI A, HRPICERRBIGEL, EREIZIEEA LR
»oNE»ro 720,
16.1.3 EWMFHIEIZ AR
(1) KA
FNAYILE > OD §E 40mg [JG] EANRAT v Z§E40mg 2. 7 1A
F=N—=FHIZKDZENFNLE (A ATLY Y ARFYINELT
40mg) fREERABMIC/K 150mL & i AR ERR S L T mEEhg
HRE (ANAFILY V) BEEZEEL, BoN7ENEHE/ ST A -5
(AUC. Cmax) 122\ T 90% EHKEIEIC THREHRIT 21T > 7o FE R
log (0.80) ~log (1.25) O&ENTH V. WHID &M ZHIE S A HE
Fmanin,
(ng/mL)
1600

1400
—o— FILAYIL Y »ODEE4A0mg [JG]

1200
—o— FILAT v 7§E40mg

1000 Mean=®S§.D., n=20

800

PG ANARURSICATIRS PR b e =

24

48
B5HROKM (hr)
ESE ) A

HTEIST A—% SENRTA—Y
AUCo-72 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
FIL XYY OD
+ + + +
$¢ 40mg (1G) 8081+1653 | 1155+333 | 2.2+0.8 | 10.4%3.8
ANATY 6 795241567 | 10924269 | 2.2+0.7 | 10.4+3.2
40mg

(Mean+S.D., n=20)

MEEFREETE N AUC, Cmax F0/87 X — 1%, W& OBIR, (Kik
DFRIEE - FEEOHBREMIC L > TRL2HREENFH 2.
(2) /K7 LChRA

FINAYLE > OD §E 40mg [JG] EANRAT v 7§ 40mg 2. 71 A
F=N—FICkDZNZTN 18 (FNAPILYY ARFYINELT
40mg) EEERABHEICA LAY LY > OD $ 40mg [1GJ 137/Kk% LTH
U ATy 7 §E 40mg 137K 150mL & HICH R BRI O#S L C mfEfhg
HREY (FLATLE ) BEZREL, BoN-EMEE/ ST X -5
(AUC. Cmax) 22T 90% 5 #EX A IS TREHRIT 21T > 7o fER
log (0.80) ~log (1.25) OHENTH V. WAHIOEMEHIFEEMENTE
Rani,



(ng/mL)

1600 ~

1400 -
B a0l -o— FILAF L »OD§40mg G
iy ous —o— FLAF v §E40mg
})I{ Mean+S.D., n=35
.‘j—
)%
5
=
b
|3

24

48
B5 %O (hr)
HEBREIST — ¥

HTEINT A =4 SEINT A=Y
AUCo-72 Cmax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)
TLAFILE 2 OD
+ + + +
# o ] 817942000 | 1162+244 | 2.3=0.7 | 8.9%2.2
ANATy 75k 8126+1627 | 1044+182 | 2.5£0.8 | 9.0+3.2
40mg

(Mean+S.D., n=35)

M EEY N AUC, Cmax H0/85 X — 413, #HERE ORI, (KK
OREEE - BFESEORBEHFICE > TEL ISP H 5.
16.2 DRUX
16.2.1 BEDE
ERZRABME 12 FICANATILY > A RFY IV 20mg % 2R,
(EREEIBEL 30 4 a0 2 WV IdE B EBEL 30 & ICBEREO®RS Lz
LEFNFNOFNAY LY O Cmax B AUC IZIFIEEA EEIZ
7wl BREOFBIEIROONEP-TY,
16.2.2 NAAF7RASEUF «
TR BIA B 24 FLICH L AT ILE > A RF )L 20mg % ZEfE R
HERFEOREG A VALY > 16.2mg % EIRMICEERS U, #int
NAFTRASTEY T 4 ZROIAER, 25.6%TH - 729 (HEAT—
%)
16.3 &t
16.3.1 MBEESHEESER (PROVEEZE)
FNAFILY > OMBEEABERITI 9%EREL . FIITILTIVOT L
T 7YYL MNIKEET B (nvitro) 75 TL7 7 > EDOHARET
TLT 7 ) OEMBEICEENS 2L MBRERICHELRITS D
S 7210 (HEANT—4).
16.4 {X3
FIAGFILE Y A RFY I)E, BOKESHZ. FIMGER. U
MEFICBVWTITRT T =T K BNKG R Z T EERBE O AL 24
L NREEND, MEERITIEFIATILEY > DOADERD &N, FDfth
OREMNIEE L V. B MNFIZ7 0V —L4%2FH0. F 7 0—24 P450
ST 7REE (1A1&2. 2A6, 2C19. 2C8&9. 2D6. 2El., 3A4) @
EHEICOVT, AN APIY VI K AHERZRE Lz 2 5, BRAR
THRESNAMEPEETCINTNOATEGITLALHEL AP 57,
F/o. b MEBRFMBICT. ALRAT LYY ARFYINICKEF Y
T — 2 P450 OFEILFRD 5 Nz h - 7212 (in vitro)
16.5 HEittt
TER A BEICHC-F L ATFILY > X FFY )L 20mg % BEHEN
BE L&A, BELULBRETHED 12.6% (240 Btk £ T) MRS
12, 77.2% (312 Bt & <) piERIcHRit s niz® WEAT—%).
fERZRABE 24 BlICH L ATILY > X RFY )L 5mg. 10mg.
20mg J% 0 40mg = ZIER RO G L & &, %5 48 R & TITR
AL AF LY VA 11.6~14.6%HRE S 719,
16.6 HEDERZHRIIEE
16.6.1 BikEEEEEE
TR A BIE 8 fl &, EHAERERE 20 flZEREEFNIC 8~9 fld D
3BT ZEE 34BN L. FNVATLY Y ARFY IV 10mg % 1
H1@E7HERERZORE L/I-EZ0 7 HEDOEFEIREIZB T 2 M+
FNAYIE D AUC OFEMFEEIL, BREEFEEELT &
B, PEERVEEERERTEECENTN .65, 1.8, 2.81F
TH-725 FHEATFT—%). [9.2.1 2]
16.6.2 FTHEREEEEE
BREROPEEFKEREESE 20ICFLATLY Y XARFVIL
10mg # Z2RERE AR RS L7z & & IFHEREE & & Mol L CimsErh
VATV YO AUCIKENEN 1.1 S 1.7 Th->729 HEAT—
%), [9.3 B8]
16.6.3 Siind
BELZERE (65MLL) 6flicALATLY Y XA RFY I 10mg
ZHEREORS L. @BREZIEERE & HILATILY > D AUC OMAF
EEHEBLIZECA, IFEAEZRED SN 1210,

F7o. EREMEERE (75UE) 17HICELATLY Y A RFY
IV 10mg % 1 H1[E 14 HERERO®RS L 25, EERBEHIC
HE U AUC O#MEEED 1.4 EEEER LD, EREGIEEAL
BOSNLEA -2 GIEAT—%),
16.8 Z0Dfth
(FIWAYILI > OD §£ 10mg [JG])
FILAHILY > OD §E 10mg [JG] 1. [GEV R 2BOEEHA OE
MEOESERBEA A RS54 (FR24E2HA29H HARER
02295 108 FIHK2)] IcEDE, L9y > OD 4 40mg [JGJ
ZEUEBIE| & LA HRBROFE R, IS 2B X RS S HIE S . AW
RS E A s N1,
(FIWAYILI > OD §& 20mg [JG])
VAP F > OD §E 20mg 1G] 1&. [P EL 2B OEEME 04
MEOESEERBEA A RS54 (FR24E2A29H HABER
02295 108 FIK2)] IcEDE, A9y > OD 4 40mg [JGJ
ZEHEEIE & LA HRBR O R, ISHZEE RS S HE S . EWEN
RS E Ak s N1,

17. BRARRRAE
17.1 BHUERUREMEICET DR
17.1.1 EABRAREER
AEMEMEEBRZEZNRELLZALATILY Y ARFYILOTEH
BB A SCERRBTO [HENE] 2E50RER (NREFI%*/
FHEFIEL) 1% 79.8% (3647456 i) THIERGE] 2 &F RV EERIT
84.7% (364/430 ffl) TH -7z,
7B, TOSBEE - PEEOREBEEMEERE 2 NRE L ZEE5H
HEGBRICK ST, AU AT LYY X RFYINVOFRHEDSHERSN
720
FEERIRIE AN AT > A RFY IUEEHE AR THRE L., 2 A
DINICEBZEEZRUIZE. 4~8 BRI THRARICET 52 E KRS
n=19,
XRFE - IGEHAMLE (-20mmHg BLE) ROMRREAME (-10mmHg B
b)) Zi-95gE. SPEME (-13mmHg M) 2i#z954. H50
I RBEER**Tdh > TH 150/90mmHg Kiii (7272 L. AREETIE
140/85mmHg FKiii) ICBEFE L 7-358&
XORTRBEAER © PHERAME (-10mmHg B E) ROLREIME (-5mmHg
DIE) 279858, H5VIEFHME (-7mmHg DL k) %2915 4
17.1.2 BAS MAEEHER
BHEREEZEOBMEEREEZNRELZANLATILY Y XA RFY
IVOEKRRBETO [HERE] 2&TRIERIE 68.0% (17/25 ).
FHIEREE] 2 &£ WIEERIZ 77.3% (17/226]) Th 722,
BIVER SIS X, BMEERA 10.0% (3/30 ). BHRMEBEEYH
20.7% (6/296) THH. ROLENI-EMEEROBEM L. HE
(8% . EMER AR 3.3% (1/30 ) TH-7z0
17.1.3 BN MAEHER
EESONEEEZEZRNRE LAV ATILY Y A RFY ILOERKR
BTo [HEREE] 2&TRERIL86.2% (25/29 ). MHIERHE] %
EERVEERIX 92.6% (25/27 ) TH -7,
BIfEFRBSERE X, BMBEERD 6.9% (2/29 f). HRMREEERH
21.4% (6/28 1) TH V. BHoN-BMEEROBWERIZ. REED
HENH 3.4% (1/2961) ThH -7z,
17.1.4 ENERFREER (REAIRS)
HRE - PEEAREBMEESRE 2 MRS, 12 7 AL LAT LY~
A RFY INEBIMEE UIRER, RELIBEWRPE SNz, [HIE
e #E&THERIZ 80.7% (134/166 ). THIERRE] #& 2V
ERIZ 93.1% (134/144 1) TH -7,
17.1.5 ERSEMAEHER (REAIRS)
BE - PEEAREEIMEESRE 2 RIS, 12 » ABFT L AT LY >~
ARFYVINZALITLERAS L IET A 71 RRFRE TR %
PERABS U7 AER BE LI REMREMSB o Nz AL LiETAINA
JEETO [HEREE] 2EOBERIE 85.0% (17/20 Fl). MHHIEAHE
EEERVEERIE 100.0% (17/1761) TH -7z, FURAIHRBEET
O THEREE] 2&TBERIZ72.7% (16/2261). [HIERE] 2&%
2 WEEERIE 100.0% (16/16 ) TH->7-2,
BITEFARBISEE X, 7L LAERAIG LR CEMERER Y 4.5%
(1722 ). BERMEEREEA 4.5% (1/2241). FRAFRBEERCH
MEERA 37.0% (10727 ). ERBEEEFE S 25.9% (7/27 fi)
THolco EREMBIEROBIERIZ. AL 27 AFERAIGRBRER CIL
5L 6H4.5% (1/22 1) FIRAIGRBEERECOE W 14.8% (4/27
Bl) THoto
17.1.6 BN I+EHER (MEBAZE))
BE - PEEARESNEEEZNRIC, ALAYLY Y ARFVILE
12 AMES U, BHETE FIEREIC XS 24 BEIMEHNZ ) 2 &5
LR, ANAY LYY ARFYINIZTHE]EREREICBNT, M
EHBOTO 7 7 A MIHEZRITT Z &< EEHIMEZBEICE
TEE3 e 24 BHZRE LIBERRZRT Z LRSI,

18. ERNFIE

18.1 EREERT

FIUAPILEY Y XRFVYINITART Y 7 TH O EENTIEEAS
MTHHINATLEY ZERESN, 79T (AL) 947
1 (AT ZEEIEROIERLTATIOKAZHANICHEL, BF
RATHH AT OERERAZMEIT 25,



18.2 7V IFTF I I SBIAENIER
FNAFIEY D AT ZEBETIERZ ¢ b AT1 RBEEAOIP-AT
FEETHETHE L& 25, S0%EERE (ICsofE) 13 1.3nM Th o 7:
(in vitro)e F7z FINRAFILEY VZTHFFROELE Y b OFEHINEIC
BV, ATIC KA IEERISZME L. 2 OMEIER IR =R D it
HTHo7ce TV FRUARICBVT, ALATLY Y XRFVIL
F ROBEICE D AT & 2 7RG % B e 1 L 720,

18.3 [FESER

18.3.1 ANAHILY Y A RFVINEROBSICLD, BESHET v
b OEMEBRFIET v b EHIETS v b OIEICRWIEEERZR L
2 DERICEE RS X o 120,

18.3.2 FILAY LYY X RFVILVZEMEBRIEET v M 248/
RERORST 5 &, MEEECS T Eud HELEBEERER L. K
HHEOHERbIEBO SN o7, £, 14 HRIKERO®RSE, REL
THUNT Y RIZERO 5N 5 722,

18.3.3 AN ATILY VA EMEERFEET v MIEIRNES T 5 & BRM
MEEFAED L. BMEERLOBMA RO 51z, MEG TR LA,
DMAEICZE I 2 < DIEEEIZE KR Lz, o Ty FILAY LY VD%
FEER IS IME OIGRICED CRAMMERROBMDICEEbDEE
Z6NB0),

18.3.4 FILAHILY Y A RFYINESIFEERREET v MC 20 ER-
REREORST 5 MEORKE &S ICRPEAREOT LT I VHE
WEOHDARD 5N, BREOFEFRFROWELRD S5N7-2020,

18.3.5 FILAFILY Y ARFVYINLNEZEMEERKET v M SHERBK
ERORET 5 & MEDO TR E & ITDEROE R R ODAEEEOR
LD SN DIERZIHIT 2 2 &SRS N0,

19. BMHS T 3 E(EFHAR

—f&  ANAYILY A RFY I (Olmesartan Medoxomil)

{b24 : (5-Methyl-2-oxo-1,3-dioxol-4-yl)methyl 4-(2-
hydroxypropan-2-yl)-2-propyl-1-{[2'-(1 A-tetrazol-5-
yl)biphenyl-4-yljmethyl}-1 /-imidazole-5-carboxylate

53F30 1 CaoH30N6O6

5F& 1 558.59

% R HE~HEREOKEEOHRTH S,
TERZPUARIZZY ) =)L (99.5) IEFIZ L, KITIZ
EAETET RV,

i

20. BRWL EDER
TLIVO—XETTRF v 7R VHERISER 28 CTREFET S
s

22, @
(FILXY)L9 > OD £ 10mg [JGI)
100 $ [10%¢ (PTP) Xx10. EZEAIAD]
(FIWXY)L9 > OD £ 20mg [JGI)
100 $ [10%¢ (PTP) Xx10. EZEAIAD]
500 #2 [10#E (PTP) X50. HZEAIAD]
5008t [F7AF v & NT, HEAIAD]
(FILXY)L9 > OD £ 40mg [JGI)
100 # [10%E (PTP) Xx10. EZMEAIAD]

23. EEk
1) FEFEt il FERES 2017 ; 47 : 1353-1355
2) BEERH o BERBSERNE ABRESMEE 2021 ;5 29 1 49-54
3) Hrhgt i : EERES 2003 5 19 (10) : 1131-1142
4) BUE - PEEARESMEERE 2R E LI RYBRE S EEERA O
BAROMET (VAT v 7§E: 2004 £ 1 H 29 H&R. HEEHRE
2.7.6)
AR MEERE 2R E L 40mg HE5ROBYFEOME (F
VAT 7882004 F 1 A 29 H&AR., HFEERMTE 2.7.6)
6) M fth : [EFRESE 2003 19 (10) : 1143-1156
7) HWNER  EENESEERE (OD §E 40mg)
M fth c BRREESE 20035 19 (11) @ 1283-1295
9) NAFTRATEYF 14 (FNAFv 7812004 4% 1 H 29 HEZE.
HEE BRI 2.7.6)
10) BEME (FIVAT v 782004 F 1 H 29 HAFR, HEERHTE
2.6.2.4)
11) 9V7 79 EOREER (FLXFy 78 20044 1 A 29 HE
. HEERTE 2.7.6)

<z

*

12) K3 (L ATy 7§ 2004 F 1 A 29 HA&E. HiE G
2.6.2.5)

13) +/\BUE AR @HE B IIEE 2021 ; C1265-C1272

14) HEREOHSICE T 2 EMBROME (AL AT v 7§ 1 2004 F 1
H 29 HAR., HFEEHEE 2.7.6)

) von Bergmann, K. et al. :J. Hypertens. 2001 ;19 (S1) : S33-S40
) HFRZE fth  EEFREEZE 2003 5 19 (11) : 1297-1306
17) #PNER : EYAREER (OD #E 10mg)
) PR - R REISEERER (OD $E 20mg)
) BEEMRITORER (AL AT v 7882004 4 1 B 29 H&R, HiEER

WE 2.7.3.3. 2.7.6)

20) BRMEEREELES BMEESRE 20RE LS IERE (FLATy
Z§E 12004 1 A 29 HA., HEERMIE 2.7.6)

21) EESMEEZNRE LEMERE (AT v 78 2004 4 1
F 29 HAR., HFEEHE= 2.7.6)

22) REABRESOEME (FIV AT v 7§ 12004 F 1 H 29 HAR, HiEE
BHEE 2.7.3.5)

23) ARRUBMEREZMRE Lzh Ly LERE, ¥4 751 FRF|
REG RSB (AL AT v 782004 1 A 29 HAG, HiF
RHEEEE 2.7.6)

24) BE - REREARESMEERE 2R E LS THERAR (AT
v 7 4§E 12004 4 1 B 29 HA&R, HFEERMIE 2.7.6)

25) IS (A AT v 782004 F 1 A 29 HAER. HFEERHE
¥ 2.5.1.3)

26) /Nt Al 0 ZHBFFEFTER 2003 5 55 1 1-91

27) BRI 206 (FVAT v 782004 5 1 B 29 HARR, HFEE
RHITEZE 2.6.1.3)

24. WEREERERVUEVNEDER
AAY 22 v 7St BES SHHKE
T 100-6739 R TRAXION—TEI®E 15
TEL 0120-893-170 FAX 0120-893-172

26. BOERTRES
26.1 ELERRSET
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