2023FE10AKET (8 1))

BPiE  RIERF
BYMHAR - 34

HAZEEm D EES
872149
HRFERasG
2017412H
20174 12H
20174 12H
2017412H

i
22900AMX00887000
22900AMX 00889000
22900AMX 00888000
22900AMX 00890000

#E 5mg
#£10mg
#£20mg
$£40mg

SREAT.LE9—20vHh—
gxzms F)JDATILIY XRFYZI)VEE
AIWAYIY 2 $i5mg (UG
ANWAYIVD 2 $:10mg UG
AWAYIIVEY 2 5 20mg UG
AIWAYIY 2 5:40mg 1JG)

Olmesartan Tablets

7T EHE
)RR -EREOAHZICLVEHRT S &

2. B2 (ROBEICEFERSULEWVTE)

2.1 REIORIN UBBREORERE D H 2 BE

2.2 R XASIFIR L C WA RTREE D & B 240t [9.5 2E]

23 TUVRF LY 7VIVEBEZ R EFOBRKESE (2720,
HOEEREZT>TCbaBMENT Y PO —UAELLA
BoBEZKR) [10.1 3]

3. #8R -
3.1 #8m%

R

BRI

BAE (138)

NNl

¥y 7uiltilu—2, e NoFy o
Eltiu—2, &E="Fk 277V
VTR TN

FNRAGLE ¥
#E5mg [JGJ

HE ALAFLEY
ARFV I 5mg

FURKAY, R Lo—2, KBE#REE R

FIVAGF I T >~
$%10mg 1G]

BE FLAFLY

XEFVIL 10mg o 7uEltilu—2Z, e RaFy o

Vltlu—2, AFT7Y VBRI TN

FUBEAKAY, Rt lo—2, EEREE R

FIVAGIL T >~
$E20mg ]G

HfE FANLAFLEY

XFEV L 20mg oy Furiltilo—2, kRaFy o

Eltlu—2, ATT7Y VBRI TN

FUREKAY, R -2, KE#REE R

FREKAI. ERELo— 2, KEBE#EE R
o¥y7uiltila—2Z, e NaoFy o
Eltla—2A, AF77) VBT AT T L

FIVAT I >~
$240mg 1G]

AE FALAFLY
ARFVIL 40mg

3.2 SFEIOMR

fR7e s & - Fi® %R K -HE AIERTR

i Rl

..@

=X
7. Omm

FINRAGFILE >
$E5mg [JGJ

FIWAGFIVEY

WEA BRI 571G

2. 4mm 120mg

FlE
@ 6 =
Es

2.4mm 120mg

FIA]G 10
FINATFNE
10]JG

FIVAGI T >~
$%10mg 1G]

HEOREEFRA
0 DFEFHE

BiE
7.0mm

KA

EE
8. Omm

S Rl

& & =
Ex

2. Smm

FILAG 20
FIRAYGILEY
20]G

FIAGILY
$E20mg ]G

BEOREEFRA
0 DFSE

160mg

Rl

SO=

BE B
9.5mm  3.6mm

FILATG 40
FNAFILY
016G

FINAYG Y
$E40mg ]G

BEOREEFRA
0 DFSGE

320mg

) ZBLERLY, MEhTPICRREZICBVLHH 5,

4. FHEENISTHR
SMEE

6. AENURE
HEE. RACEAILAFILY Y A RFY )& LTI0~20mg
Z1HIERO®REGT 5, 2B, 1 HS5~10mgh 5#5 % 5
MU, Fis, ERICKDEEERET 25, | HRARSER
A0mgETET %,

8. BEEREANIER

8.1 KEIZ&EL TV IFT vy v I ZRBEMAERAIRSTICEE R
FHEEREESH 5 b EORENH LD T, FFHEEREZEE
Mg 5% EBRE+TITH T L. [11.1.55H]

8.2 FMHIABEEIIHEE LW ENEE LW, TV T Y
I ZEEERABRSHOBEZE L. MEBEOFHRFICLZ -
TUIAT UV ROMEWERIC K AEELMTEER R EZEI T
ATREEA D B o

8.3 BEEERICEDLC DT WV, LAS6DXPHoLNEENDHD
DT, EfEE. BEBEOEREMERZ S B E BET 218
JIIFEESEA L,

9. HEDERZRIZBREICHT IR

9.1 G - BHEIEEDHEE

9.1.1 EAILEEBIRIKEDS 3 EENIIHFETERBIRKEDS D
BE
WEERCEEZVEHIShSBa2RE, ERIZETSC

Lo BB O R RIRESBEOETIC & D SHHICEHKEE
EE(LSE BTN DH B,

9.1.2 BAVY D LIMEDEE
WREPCERZVEHIISNDBEERE.
Lo BHY Y LIMERE

fHERITBE 5
BEXELBENNH D,

T/, BHRERE, 30 M-I UAROBERRFREICE D MEN
U LEFEL ZDRTVEETIE. MEHY 7 AEICERT
HT &,

9.1.3 RKMBEEZDHSEE
BEOEESAMMRAZEZEL L, WErELSEL 2BZND
H5,

9.1.4 BERFEEEPOES
BERE»o&E52MB L. HETA2HEIIMRLITTH T &,
EEOSBRMEEREZRITBZNIH 5. [11.1.4 5]



9.2 BikaEEEEE

9.2.1 EERBREREE (MEFJ L7 F = V{E3.0mg/dL L)
DHDEE
INHDOREZWNRE LIAER RS Z 5T 2 iR
BRIZEM L Tz, BHRE»ELSE2BZNDNDH 5, [16.6.1
28]

9.2.2 MRSEHPDES
BREPoHRE2HEL. METAHHIIRLITITO T &
BEORBEMEETNEZ2EIITBENTH S, [11.1.45HE]

9.3 FHiEEEEEE
BREVIIFEEOFEERERE (Child-PughmEAa7 :
5~9) TALAYLY > OMBEFEEN LRT S &EPHE
ENTW5, [16.6.2 2]

9.4 &SEREEE T BE

9.4.1 1R I BOIREEDH DL

HIRL TWAZ EDIBIBSNT 7V I 70 v VERBERIAE
BIXIE7 > VF 7> v D2/ EERFIZER L. BE - #iE
BAOEE (B2, HE - i - BOERA2, %) PR
OoNBIPRESNTNBD D,
KEIOHEICHNLE, RBEEOAESZLER L TARRS DN
EE 2 EEICHE L. AR LEOARESEREZ LRl & i
ENBBEICOAZEETHI L, T2, BEPBELEEICIE
WOFEBIHICEET A2 L, [9.5%H]

(1) AEHBSEBEICEFRL TV W &2 HERT 52 &, KA
BERL, HRLTWARWS E2EMNICHERT A&, &5
FRICHFIRASHIBE L 7245 &1 1d, BB ICiR5 2T 52 &,

(2) ROFBIFIZONWT, AR GHIBEICEZICHET 52 &
Fo. BEFRLMEICID UFHAT 2 Z &,

IR F 2 FEH L2IBA. RIE - TERICEE R T
VRAIDHB &,

CHHIRAVHIBE U7 3 BEb N A58, P IS EICH
THIE,
CHIREETEY A5A L. HEEICHZRT S 2 L.

9.5 1¥iF
HEIIHER L TV AR O H 2 4IRS LW &,
BERIIFRAHIBE U5 &1, BESIEE2HEdT 52 &,
FRFEARORAICT > V4T v v T SBEERAIIET ~
Uk T Uy U ERBERRER RS SN BE TEAKBEDE.
FRIR - FTEROET., HAERORIME. BRE, &HY LM
fE. BEBOERA2KUPFKEEICKL S SRS S0
HiE, ESHEHAEOZEE. MOEBRALENH S5bniz L ORE
BH5, (2.2, 9.4.1 1]

9.6 AT
A LGV EPEZ LWV, BWER (Fv ) ©5mg/kg/H
THHHRAOBITHED SN T WS, BWER (5 HEEH
ROBAMREO®RS) 0200me/kg/H CHAERICERIEZ £
STEROBERDA, 8 mg/kg/H T HIL I BRI
ROEBRTEOBIENSTRO SN T WS,

9.7 INR
NREERE U7-EBRRABIEER L T,
9.8 SEE

PGB ZET L, HEILRS T2 &, —RICBEDREEIL
HELLBWVWESN TS, NFEEPEZ2BENIH 5.

10. 1BEEA
10.1 HAREZ HALBLI L)

(BERBBEICHERT 5
Bte 12720, MOBEE
HEE{T-oCbaBIME
Darra—LAFELL
AROBEZIRL )
[2.3 %]

CMRMED ) 2 27 #hnA
ESNTWVD,

FHIEE BRAIEIR - 1EE AL B - R
TYURAFL Y7 IVEEE |JEBEEHRZE R, BRE| L =-7T VAT Y U RIE
A FE, B Y LIMERK | EIERADPERS NS REED H

%o

10.2 HHAEES (HRAICERTSI L)

HABE

BRPRAER - FEE75 %

R - falRET

71 77 LARRHER RA
b S58=A- 2 8 NN
NITLTLVE

DRFN
HbH Y L%

MEH Y 7 LEN EFRT
2IEND B

AH DTN R AT T 53
PERIC & 0 7Y LB IERD
WS 2BEND D5,
fElER T BREREDOH S E
i

FERIEE HRREER - IEETE Wy - falRRET
PRI A —@BEO S L MEET | FIREEA CRBEEZIT TV
VAR N AN ERITBINDPH D, |BEICIVZVEESTTELT
U ZBLRAFTIRERERDY SBE EZMAIVWHIBENZL FAIFRYL
% L. HEITHHEEHRY T,
[11.1.4 28] 152 &,
U I LB VT LHRBENEC 28 | HELEFIIREATH S0, F
R F L ENDH 5. U LALF URBIEYF YL

A OFEERET S 0D
NTWa7H, RENF MUY
Lt & RS B L ICk DR
ZHEEZOND,

TYAFL YT VIR

EREERE, @A) YA
MRE & QML % 62 2 9
BEND B B, eGFRM
60mL/min/1.73m>#5# 0
BEHREREOH 5 EE N
DT IVAFLYTTIEE
WEDOHAICDNTIE,
BRSO EB LN EH
W s 258 % kS
BHTE,

TrIFT Y O EEE BRERE, ShY VL
FIHEA] TNE K OME ML %62 & 3
BENWDH D,

R A e |
EEANVERS N2 AREEY S
%

JERT O A NEEIH RS

[EEERDEE T 2 8%

JER T a4 RHIEREREAL,

Al nNH 5, MERREREET S Ta RS
7o Yy OABBEEERICK
0. AR O ECER % B S ¢

BAREEN B B o
BHEEAELSEABZ | TURY TS50V OEHIEE
nNn&H 5, ERICE D, BIREPE TS

BlHEEZLNS,

1. ElfeR
ROBUWERDPH5HbNB I ENHBHD T, BREZTFITITV,
BEPROONIBEITIREZ2HTIET 575 @Y 2 0B 21T
ST

1.1 EXGEHER

11.1.1 MEFE GEEARH)

HE. O, HE, S0BREVERELTHobNLS I ED
H5o

11.1.2 BFE GREARH)

11.1.3 AU LIME (BEHEARH)

11.1.4 Yavo HEARH). K@ FEEAH). BEER OF
FEANBA)

WEG TR, BRSNS S bNzBEIE, BESIHET
WMBEZITH T & [9.1.4, 9.2.2, 10.2 ZH]

11.1.5 FFEEERRE (BEEAH). BE (BEEAH)
AST. ALT. y-GTPLREZEOHHEREFHSDNLHI LN
H%. [8.1 8]

11.1.6 MRS (SEEEARBA)

11.1.7 {EMm#E (SEERH)

AR, EIERE, Wi FOBX, £h7ET. EE, HEE
EEPHOONIBEICIREEFIEL, BYZLEZITS C

Lo BRFRRBEHTOEETHO DN T L,
11.1.8 tE&MAARYEREE (SHEARPA)

AR, B, CKLER. MHFRVORFIF 7oy E7R%
R T HERFRBENHO5DNEZIENFHHDT, ZDOK
DEBEIIES IR 2HIEL, B ALEZITO L.
MN1.9 PFI745FY— (BHEARE)

ZOER. 25K, IEET. MREHEEMERELTHS
DNBIENDHY, THFT74F7Fv—YavrzRILLEED
HELH B
11.1.10 EEDTH (BEEARH)

RAKRESICLD, AERDZHOBEEO TR HSDOND &
DH B MK VIEMEZHENRDO SN EDOMENH .
1.1.11 HEMR (SEERE)

FEEN, IZW. PRIRREE, MUEXIREEE 2 S HMEEM Y H
EbNBHIENRHAHDOT, ZOLDBHAEICIEHREEZHRIEL,
BIEREALVE VAORSEOBET 2 LEZITS 2 Lo
11.2 ZOfthDEIER

1~ 5%FiH 1 %3k SR
BEE [5E o8
FROFREAD, ~E | EMEREHEA, 0| &l
Mg 7 RS, A IMEEES
ROy RS




1 ~ 5 %Ki 1 965K BB
; HEVILEL 5A, FHF, HE”, R
MR 55O ERK =
Wifl 22 e TR TEK - MERE, T8 DI
7%, BEAPURR. (ER. i
TEBRE DEME). BE 1ZTY. K
ALT E5. AST ER.|ALP LA
JFF g v-GTP Lt #. LDH
7
BUN L& &7 L7 F= > | HHR
UARE: LR REEBE.
RILESTE
CKLES. CRPLEF. | 25 BRI, MM FE. RER (REE S9FR
2ok tUZUEY R ER, BE). KA TRER. A5,
RS2 IRV =N B HH. LOh, BRER
REE B H B

14. BRALOEFR

14.1 EXIFAREFOER
AEE A AL VIEBIEMAI I ATAY v b AV IVERIESR
Al e —alt LERZEEGTICTRELLEA. A MRIL3I
VIEBEBIFINIEHEAY v b A VIVEBIERIFISE ST ET S
EWHBHOT, —BLILETH &,

14.2 FRIRMAFOER
PTPAZEDHEHFIIPTPY — b SE D H L CRAT % & H15E
T5ZE, PTPY— FOBEMRICE D, FEOSIAIRASEEREA
FIAL. BICIXEILABI L THEBRARSEOEE L AHEZ
HTBHIENDH S,

16. EYENEE

16.1 MAGEE

16.1.1 B@Eig%5
EREZBRABEAFICA LAY ILY Y XA RFY )L 5mg,
10mg. 20mgKk 040mgz ZZERF AR O G Lz & &, F L
APy OMBFFBEEIIHESCPICEF U, B51.7~2. 28/
BICEEIGE L. Cmax R UAUCIEERSEICEWEIL Y,

ANRAPLE Y AFRFY IVHEROZSROF VALY L OEYHE/ ST X —¥

e Cmax Tmax ti AUC
e R ) (hn) () | (ng-hr/mL)
5mg 6 152+31 1.8+0.4 | 8.7+1.2 892191
10mg 6 277+46 1.7+0.5 | 10.2£1.8 |  1576+244
20mg 6 4814117 | 2.2+0.4 | 11.0£3.8 | 2903915
40mg 6 1006152 1.7+0.5 | 10.6=4.7 | 5807+1142
mean+SD

16.1.2 RiEHRS5

REWEMEEREICAL AT LYY X FFY 3)L10mg (20
) Ko20mg (19%1) #14HME. 40mg (10%1) % 7 HEKE
BOBELLEZA, BREADF I AYILY v OFEYBRELE
INTRA=HFIE, WOEBYTH o799,

e Cmax™®) Tmax ti AUCH)
e R R D) (hn) () | (ng-hr/mL)
10mg=" 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 | 6.3+0.8 | 3288.9 (0.254)
40mg™ 10 [1008.5 (0.267)| 2.621.0 | 6.0£1.0 | 7848.0 (0.301)
mean+SD

ED) 4HMEERS. F2) 7 HEHRS. BE3) &AFHE SRR ORERZ)

R ABE2IFNCH L AT LY > X FFY 3)L10mg,
20mgMk 040mge 1 H 1 | 7 HERERORSG Lz & & D
FANATILY VBEEZBE L&A, B PIERIRREIC
EL, EBEREIEALRDON D572,

16.1.3 EMFHEFEHER

(FILATILY VEE10mg [JG])
FILAHILY L4E10mg [JG] AL AT v Z§E10mgs. ~ O
AFA=N=FFIC I ZNEN1EE (FNAFLY Y XFFY
IV ELTIOmE) BEMASBEICEEREREORS L CmiE
FEMERHEY (AT Y ) BELZEEL. Bon-EY
B8 X —% (AUC. Cmax) 12D\ T0%EFEXEEICT
KRETARIT 24T > 7245 log (0.80) ~log (1.25) O#HENT
HY . WAOEMENEZFEPHER S N7,

(ng/mL)
500

—o— FNAYILY VEE10mg [JG)
—— FILAT v 7§E10mg
Mean=+S.D., n=20

1 400 |
[=5]

+
JL 300 ¢
R

_‘j-
)L 200
4

A
&,FIOOf

N
0 2 4 6 8 1012 24 32
HE5#&OKH (hr)

MBI ST A=

HENSTA S SENTA—Y
AUCo2 Cmax Tmax Tiz
(ng-hr/mL) (ng/mL) (hr) (hr)
FIAFILE
+ +, + +
$10mg 1G] 2130.45+526.84 355.16+81.16 1.940.8 | 6.8+0.7
f(‘)r}rlzg)( TyoR 2263.97%459.57 385.41+87.26 1.8+0.9 6.9+0.7

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

MEFFEEN NICAUC, CmaxZEn/ 85 X —4 1%, #EE &
R R OBREUEE - BESORBEMGICE > TR B AHE
NH5

(FI XYL V540mg [IG])
FIAF Y V§E40mg [JG] &F VAT v 7 §E40mgx. 70
AF=N=EICEDFNZTNIHE (ANVATFILY Y X RFY
)& LTA0mg) BEREEABEICHEREREO#RS L CImEE
YRR (AL ALY V) BEZHEL. Boni-%EY
BjRE/)F X —% (AUC. Cmax) IZ2WTOBEMEXEEICT
MEHIRAT 2 1T - 7245 8. log (0.80) ~log (1.25) D&EHANT
H0. WAIOEMZNEEESHERS N,

(ng/mL)
1500
o —o— FINAYILY »$E40mg (]G]
% —o— F)LAT v 7§E40mg
#1000 Mean+S.D., n=20
X
-‘j—
%
¥ 500 |
-
3
&
&L
0 2 4 6 8 1012 24 32
5% 0Ok (hr)
HMBREI ST X — 5
HIEIST A —% BENTA—Y
AUCo=» Cmax Tmax Tz
(ng-hr/mL) (ng/mL) (hr) (hr)
FINATILE
§240mg [1G) 6689.25+1704.70 1000.23%184.03 2.3%1.1 6.8+0.8
ANAT 7 5t 6992.15+1664.74 1112.64+239.70 2.2%+1.2 6.7+1.1
40mg

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

MEFRENCICAUC, CmaxFD/¥T A — 71, #EE OE
AR OBRENEILL - BRSO REBRENICE > TR 2 A H
W%

16.2 ORI

16.2.1 REDXE
REEZBABELRAICAIL AT LY > A RFY IL20mg%
Z2RERE, (KRR BEEB0 5 5 W IEE R B30 %I H
FEREOHRES L&, ZNZENOT LAY LY > OCmaxk
AUCIZIZIZEA EER L BBOZBIRD SN -727,

16.2.2 NAFTPRASEUT 1
R BABH2A[NA LAY ILEY > XA RFY I)020mg%
ZERERFHEREOHR 5 I A L ALY »16.2mgx BRI ICH



EHE L. #XNA FTRATEY T 4 2RO IAER. 25.6%
TH-o7110 (HEAT—%),
16.3 910
16.3.1 MIEZEER/SE (RIVEEE)
FINATILY > OMBEAZERIIONEEL FICTILT I
YOINT ) rHA MKEET S (n vitro) B TLVT 7
Uy EDOHARBTTIILT 7V ORI E D 72 < MR
BERICEERZRFS >0 2 (HEATFT—%),
16.4 {5
FNAGILET Y ARFVIIL, BORSE, FIT/NEEE,
FFESOIMEBICBWT I AT I —YIC XA NMKDEEZ T, 1E
HERFIOA N AFILEY RSN D, MEEFITIE AL A
LYY DRPRD SN, TOMORBIIEFEEL BV, & M
IV —L%HW, F b a—LP4505F1E 7 TEE (1A1&2.
2A6. 2C19. 2C8&9. 2D6. 2El. 3A4) OEHEIZHOWVWT, F )L
AP N BHHEREZRFT LI E A, BRAEBTHEES
N2MFEFEETIIVWTNOSFEDIFEASHELE,P -7,
T/, B MEEFEBRICC, FAUATLY Y ARFVINLI
£B5F b7 u—LPAS0DFHERIZFED SNz o720 (in vitro) »
16.5 HEtt
RS RABIEICHC-F N AT LY > A FFY I020mgxH
EERE LIz A, HBE LRRETHED12.6% (24084
FT)DRANTT7.2% (3120584 & ©) A IC Rt S 7z (4}
BEAT—%),
R A BEAUFICA L AT LY > A RFY 3L 5mg.
10mg. 20mglk U40mg % ZERBEEHE R G Lz & &, 548
B & TICIRAIC A LAY LY U A511.6~14.6%HEf S 7z,
16.6 $FENDEREZHT 2 EE
16.6.1 BiEEESEE
TR BB 8 il & BRRERRE A 260 % EREERNIC 8 ~
OBIT D IBCH I ZE3AFNTR L. ANATFLEY Y X RF
VINlomgz 1 H1E7HEREZO®REG LD T7THE
DOEFEREICBIT A MR AL ALY > OAUCD 6] Fs
Eix. BREEEESHBL T, BE, mEERVOEESHE
BEBETENENL.OM.1.8E.2.8ETH - 7210 (SEANT—
%), [9.2.1 8]
16.6.2 FFEREE=EE
RER CREEEERERERAICA L AT LY > X RF
V INI0mgE ZEREEREOREG Lz & &, FREEEE S
HE L CIERF LAY LY > OAUCIEZENZNL. S, 1.71%
TH-7:9 HEAT—%). [9.320E]
16.6.3 =&
Bz SRS (5L E) 6flcHLATILY Y X RFY3I
V0mgz BEEOHRE L, BEZESHES A LATLSY >V
DAUCOMMAFEHEExHE L&A, IFEAEEITROON
oz,
Fio. BREMEERE (7T5%0L) 178 VAT LY
ARFVINIOmgzE 1 H 1 E4HBRERZORS L&A,
JEEEE ICHE LAUCO KM FEED].MEEEE R LT
W BEEREZEAERD NG9 HEAT—%).
16.8 ZDfth
(FIWATILI VEE 5 mg [JG])
FINAFILE VEE5mg (1G] 13, BV EL 2 FOBEFEH
DEMZNRSEERE T A RS54 2 CRE4E 2 A2 AR
EH02295105 BlHK2) | ICEDE AN AT LY VEE10mg [TG
ZIEEERIAIE U 7B O R, BHZBEIIEE L HES N
EVERICRE &AL S NI,
(FIWADTILY VEE20mg [JG)
FI AT L »§E20mg (1G] 13, [EEVE% 2 FOBEFEH
DEMZNRSERE T A RS54 2 (CRE4E 2 A2 HaegR
EH02295105 BlHK2) J ICEDE AN AH LY V§E40mg [1G)
ZIEEERIAIE U 7B O R, BHZEIIEE L HES N
EVERICRE A S NI,

17. ERRAGE

17.1 BERUREECREY B

17.1.1 ERERRGER
REEEMEEREEZWNRE LA NVATILY Y XA RFVUI
LVOZEERIBHE 2 EUCERHBETO [HERRE] 28T

FEFER (REEBIEC/EHEFI2) 1279.8% (364/456%1) . [HIER

BEl 2 & F L WIETERIZS. 7% (364/43061) ThH o7z,

BB, TOD B - REEOREBHEIMEEREZHRE L

T —EEMLEHERIC K > T, AElOFRESHERS N,

FEERNRIIA I AT ILY > XA RFY INEER BB TR

L. 2BEBMRICEREZBEEZR L%, 4~ 8BEBTRAKAIC

EYAHIENVHERSNLY,

XORBE @ BRI (-20mmHgBl b) R OLRMMAE (-10mmHgbl b) %379
BE. PHIE ((13mmHghlb) %7958, 550 FRERTH-
TH150/90mmHgA i (7272 L. ABEEE T13140/85mmHgA ) 12T

x%?%&%%&ﬁﬁmg<4mmmgux>&wM%%mE<—mmmgur)%
W THE, 5HVIREHNE (-7mmHgbl k) &k THe

17.1.2 EASE MEEKER

BHEEREL LSO SIMEEREZRNRE LA AT LYY R

RV INVOBRHABRTO [HEARNGE] =& THEERIL68.0%

(17/2561) . THIEAREE] ZE&F 2 WEERIXT7.3% (17/2241)

THo22,

BIEFARBISEE X, BEEKR210.0% (3/3061). ERERMEE

EEREH20.7% (6/29F]) THH. 3B 5N/ BBEEROH|

ERIZ. BEE (). BIENRCEEAE3.3% (1/306]) TH-

725

17.1.3 ERSE ME5ER

EESMEERZELZNRELLEFTLATILY Y XRFVIL

DR TO [HEAREE] 2 E&TRERIL6.2% (25/2961) .

PHIERBE] ZE& TR WIEERIZ2.6% (25/276#]) TH -722,

BITEFARIRSEE L. BMELERA6.9% (2 /2961). EEREEE

BEN21.4% (6/28%]) THD. @B 5Nz BMEEROEIE

FlE. ESROEENSE3.4% (1/290]) TH -7z,

17.1.4 ENERKREER (REFIRS)

BIE - PEEABHSMEERE 2RI, 129 ARA L X

Vo v ARFY INEBEMEES LR, ZELBEEDR

PEONTz. [HIEARRE]Z & TRERIL’0.7% (134/166/1)  [H]

EARRE] Z&E 2 WEERIZ03.1% (134/14461) TdH - 7=,

17.1.5 EASE IR (REIRS)

BE - PEEABHESMEERE 2RI, 129 ARA L X

LY RXARFVINEHILYTLEREL LIZT A T7THA

N RFREEERZ FREES U ER. D€ LIZEEMRIES

Nize BT LERAIRBETO [HERGE] 2E&0REE

HI385.0% (17/2061) THIEARRE] % & F 72 W EEEZRIZ100.0%

(17/1761) TH -7z, FREIGIREETO [HERE] 2 &

BEEERIZ72.7% (16/22(1) . THIEARGE] # &2 WEERIZ

100.0% (16/166) T& - 7%,

BUWEARBSEE X, HILY 7 LERAIGEER CEMEER

4.5% (1/226). BERMEMEERE 24.5% (1/2261). FIR

B AR B © B REER A337.0% (10/27f1) . B8 IR 2 fE 52

WH25.9% (772761 TH -7z, EixBMEEROBIERIZ.

TN LEFRIGRRIER T B < 544.5% (1 /2261). F

PREIGIRBEERETH T 114.8% (4/276H]) TH -7,

17.1.6 EASE DE55R (IMEBAZEE))

BAE - PEEARESMEEZ RIS, AIAPILY Y XK

FVIINEI2AMEEG L. BHTE T IMERIEIC X 2248/ M

FERNEE 2 LR, ALATLY Y XARFY I

1 H1EHESICEWT, MEH#EDO ST 7 7 4 IVICEEZ KT

T EhL, FARBMEZBEIE RSG5 &k < 241FH

LZE LI-BEEERZRY 2 DR S NP,

18. EEFNEIE

18.1 {ERER

FNAGFILEY Y ARFVINIEZTORTIvITHY., EER
TEHRBEMTHATNAT LY VIIEBREN, ToIFT
oI (AT) #4771 (AT) ZAEKIGERAIERLTAT
DEEEFENICHEL. EERTH HA T OEEIER % H1H]
—g~;°)26)0

18.2 7 VATV 1 SEFERIER

FNAYLEY v OATIZRERETIIER % FATIREMERAD
B-ATEGHEETHET L& A, S0%EEEE (ICofH) 1
1.3nMTH o7z (n vitro)s Fizw FINRAYFILEY VIETTHF R
CELEY FOFHEIMEICBWT, ALICK RIS Z 1l
L. ZOWHHERIZEYBRERBFRNTH 720 T v PR



ARBVT, FIATFILY Y ARFV I, BOKBSIC 4) BYE - PEERBHESMEERE 2R E LY ERE S

F VAT K 2FERIG % RIS L7220, W VR OB OMET (LA T v 78 1 20044E 1 A29H

18.3 EESEA AR, HEEERMTE 2.7.6)

18.3.1 A ALY Y ARFYINEERAOKSICED, B 5) AREMEEMERERE 2R & L 7240mgit 55 0 31 2h e
mIMET v b BIMEBRFEET v M EELET v FOJEIC OEET (N ATy Z8E 20044 1 A29H &R, HEER
BWREEEMRZR U0, DIRBICHBZzE X kir > 77, W 2.7.6)

18.3.2 AN AHILY Y ARFVINEZGFMEERKET v b 6) H9Z  fih @ EREPREESE 2003 5 19 (10) : 1143-1156
I2ARBREROTRSE T 5 &, MEEELSZERRELR 7) HENER BRI ESEEREE (5810mg)
FEEEHZRL. REMEOHIRLEED SNLh o7z, F/z, 14 8) HHEH : EWENFESFEFE ($5840mg)
HEREZOEESEZ, KELTHLIUNY Y FERD NG5 9) HHPEH i ERRERZE 2003 5 19 (11) @ 1283-1295
727, 10) NAFATRAFTEY T4 (FIVAT v 78E 20045 1 H29

18.3.3 AU AV Y v ERIMEBRKET v MERNTST H&RR, HEEERHE 2.7.6)

2 ERFMEMEETAED U BMEERORBD RO 5hiz. 11) BEMEE (KL AT v 7§ 20044 1 H29HKRR, HER
MEFTRE L2225 DRBIcEiR <, DRERIFERLZ,. BHEEE 2.6.2.4)
o> T REIOEEERIZEEME OILERICED  BARMIME 12) 9V7 70 EOHEEMER (FVXT v 78 2004F 1 A
ERoOBDIcEb0EEZLENDT, 29HAKRR. HFHERIIE 2.7.6)
18.3.4 TN AH LYY XAFFYINEZFMEERET v b 13) RE (VAT 7 §E 20044 1 A29H &R, HFEERT
IZ200B M RAERE O 59 5 & [ELF@"F L EBITRPERTE 2.6.2.5)
WERO7ILT I VHREORDPRD 5. BREOREFRD 14) E+/A\SUE BAFERHREHE BE/IFE 2021 ; C1265-C1272
EHRD LN B, 15) BEREOHRESICE T 2 EDBROME (FLAT v 7§E:
18.3.5 FNAFILY Y ARFVINEEMEBRFIET v b 20044F 1 H29H AR, HFEERMIE 2.7.6)
C8HEMIREROKRET 5L, MEDOTEE EHICLDERDK 16) von Bergmann, K. et al. : J. Hypertens. 2001 ; 19 (S1) :
—F&U»uﬂﬁ%ffﬁﬁ@ﬁd‘ OSSN, DIEXEIHT S & S33-540
RN, 17) HrRZ8 il @ BEFREESE 2003 5 19 (11) : 1297-1306

19. B ICRT EERNAR
—figE AN AGFILE Y ARFV I
(Olmesartan Medoxomil)
{b%#4 1 (5-Methyl-2-ox0-1,3-dioxol-4-yl)methyl 4-(2-
hydroxypropan-2-yl)-2-propyl-1-{[2'-(1/7-tetrazol-
5-yl)biphenyl-4-yllmethyl}-1/7-imidazole-5-

HPERL AR EEEFER ($820mg)

HEBTOMR (X T v 75 1 20044 1 A29H &7,

FREEERHBEER 2.7.3.3, 2.7.6)

2]) BREREEZMSBNEERE 2R E LS NHERE
(F VX T v 7 §E:20044F | H29HAGE. HIFE R 2.7.0)

22) EERMEEZNRE LBIERE (VAT 78 :

)

18) #PER : AW ERIREMERER (82 5mg)
)
)

carboxylate = s
PR 2004%1)%29?%;:,”\ AR '2.7.6)
e 23) EHIRESOFMNE (F VX5 v 7§ 20044F 1| H29H &GE.
¥R :558.59 IS 2.7.35)
R e~ MEAaOBSEORETH D, " o

24) RREMEMERE 2 NRE LI AN T LERE, 9147
YA NRAREGABR SR (VAT v 7§ 1 20044 1
A20HER. HFEERTE 2.7.6)

TEFZPULRIEIY ) —)L (99.5) IZBFICL L,
KIZIFEA LB T 20

fE 25) B - SRS IR S AR L U T HR R
HC_ oH (F AT v 74£:20044F | F29H KER., B35 RIS 2.7.6)
H:C o CHs 26) SEIHZMSEE (FIL AT v V8 20044F 1 H2OH KR, H
~ o = FEERMEEE 2.5.1. 3)
N\ o 27) /Jvm@z fth © ZHBFFERRAESR 2003 5 55 © 1-91
N 0\< 28) BEICT AR (L AT v Z5E : 20044 1 H29H &2
o EE%%Q*%E%E 2.6.1.3)
e O 2. TEHERERVELEDESE
HAY 3 v 7HRaHt BESTHEEE
HN—N T100-6739 HEHMTRARAON—TEHIE 1S
\ TEL 0120-893-170 FAX 0120-893-172
(™
26. BIEHRFTEESE
26.1 SHEARSETT
20. BURULEDEE ) 1w 2
T IO —AEHEBIRS A BT CRET AL, @ gﬁ;&igﬂﬁggﬁ
22, G

(FIWAYILI 8 5mg [IG])

1005% [105% (PTP) x10. SZMEHIAD]
(A AH)LT EE10mg [IG])

1005% [108% (PTP) x10. /EHIAD]
(AW AH)LT §E20mg [IG])

1005% [105% (PTP) x10. EZEAIAD]
(A AY LT EE40mg [IG])

1003% [105% (PTP) x10. SZMEHIAD]

23. EEH
1) BEREAL  fih @ FEIEEHAES: 2017 ; 47 © 1353-1355
2) BEEAH e EL%%F‘H%/\M%‘— HEEE 2021 5 29 © 49-54
3) HFEE i EEREESE 2003 519 (10) : 1131-1142
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