* 2025 4 9 HUET (38 3 i)

2024 % 6 He4ET
IR« EIRRF
BRI 34

W EERS  EE - EMEOASEICLVERT AL
=EAlE AT LEFY—TJ 0Oy A—
BERERA FIWAYFILI Y ARFYI)VEE

FIWAYI T >/ 85 mgTCK

FIWAIN I 2/ #10meglrTCK.
WA I 2/ 8820megrTcK ]
FIWAGINI 2/ & 40mgTCK

OLMESARTAN Tablets [TCK]
L T A

2. B2 (ROEBEICIFBRE LN &)

2.1 RADRES R UBEIEOBERED & 5 BE

2.2 HEXIIIFIR L T WA RTEEE D & 5%t (9.5 2]

23 TIUAFL Y7 TIVEEEZBRESTOBRREE (12720,
fhDEEREZIT> TR BMEDOT Y ba—LAE L L
AROBEZRL) [10.1 3]

3. HERE - MR
3.1 #88%
HR7e 4 AR5y (1 8EH) TRINA]
FREAKAY. b RaF
< ol tiu—
FNRAFIY o §E j};iz”:g}b/(a)%) A, ZOAAN AT —
Smg [TCK] cm > YR F UL ATT
& DS S8 DA PN
A= Tk
. FIVAYFIE v FURKHAM, B FoF
T AERY I (BR) |y TR e a -
& 10mg A, ZUAHLAT—
R FILAFILY > AFPITL ATT
FILAY LG §E AREVIL (BB U YBTTRT L
20mg [TCK] 20
mg
FNRAGILE
FINAY NG §E SARRE
40mg [TCK] ARFV IV (HB)

40mg

3.2 RAIDMIK

— a1 iz [
e BEEmm | BES(mm) | =it(ng) Gl
FIVATIVA Yk
Roms a o
[TCK] 4 0 -
FILAGILEY > He
—
4% 10mg B
[TCK/ o 0 (EHEAD)
TNAFILEY 52) Hes
—
$ 20m \ Tk J REE
[TCK] g @ (@@ AD)
2.5 160
TINAGFILE > H
& doms — | (&) | =
[TCK] - - (EHEAD)

) IZBWLWIZAEWD, XEbITPIEERICBWH S,

4. ZFHREX(FZHR
BRMEE

HFRERROFRES
872149
HERES ek ]
#E Smg 22900AMX00741000 2017 % 12 H
#& 10mg 22900AMX00742000 2017 12 R
#& 20mg 22900AMX00739000 20179 12 H
#iE 40mg 22900AMX00740000 2017 % 12 H
6. FENURE

BE BRACEALATILEY > X FFY ILE LT 10~ 20mg
Z 181 EgO®R5d %5, 28, 1 HS5 ~ 10mg » 5%5 2k
L. &, ERICK D EEERET 27°, 1 BHRAKSRIE 40mg
FTET S,

8. EEREAMNEE

8.1 AAlZEL TV IVA Ty Yy ISR AEHABRSHICEE X
FHEREEEN S 5 bNIz L DMENH DD T, FHHERE % E
WY 57k EBEETHIITOT L, [11.1.5 2]

8.2 FHiEI 24 BRIZHRE LKW EAEE LW, T IF TV
U I RAEMERARESROBE L. FREEOFERFICL=Y -
TrIF TV ROMEERIC L AEERMEETN2EIT
AT B 5.

8.3 BEMFHIZEDCHT WV, £A56D0XPH6DbNATENH D
DT, EFifE¥E. BFEOEZELEHRZ A BRERET 2 E
IIIEESES T &,

9. BEDER=ZEIDREICHTIER

9.1 GIHIE - BIEBEZFDH2FE

9.1.1 WRAIEBHIRIREDH S BENEFETCEHIRIKREDS S
BE
BEEPTEZELV SN BEZRE, BERITETSZ
Lo BIMFHEDREDRRIKESBEDETIC LD 2HICEHKEE
EESELBEND D,

9.1.2 AV Y LMAEDEE
WRESPTEZE LW SN 258 %2FkE, ERIET S
Lo BAUVLMEZEESELBENDDH 5,
F7-. BHERE. O PO LABROERESIC LD mES
U LERFEL R DR TVWEETE, MEH) 7 AMEICERY
BT &,

9.1.3 RiMEREEDH2EE
BEOCREENMLFA2ERLEL., WE2ELSELBETMN
H%o

9.1.4 BERREREPOEE
ERE,PoREEZMBL. BEITIHRIRAIITIE, —B
HOSHMEMEET 2RI T BENNH 5, [11.1.4 BH]

9.2 BikeEREERE

9.2.1 EEREBRAERSE (ILEJ L7 FZU{E 3.0mg/dL L)
DHBEE
INSDREEZNRE LIANERURE2EZBE T 2 KR
BIIERL T, BEZE(LSE2BETNDH 5. [16.6.1
2]

9.2.2 MKRBERPDEE
BRE,POREZMB L. BETHEHRIRAITIE, —B
HoOSMEMEERT 2RI BENNH 5. [11.1.4 SH]



9.3 HpeREERE
BENIIFEEOFKERERE (Child-Pugh5EA37 15
~9) THNLAYNLY > OMBFREN ERT S EPHES
nNTtws, [16.6.2 ]

9.4 &hERE=H I BE

9.4.1 HIRY BOIEEHDH DL

HIRL TWAZEDBESNT 7V V4T 0 ¥ VERBERAE
RIXIET7 o Ty MIZREETNRZHERA L. B - 4
RAOEE (Bh42, BHE - - BOERAE, FET%E) 2R
HonifrHEsNTNDE DY,
KElOEGIZ%LE, REROERELZE L TAAKRSON
ENAEEICHES L. BB LoARESEEEE EE S &K
ENBEEHIOABRET S L, . BEPRELZBEICIE
MOREBHEEBEICEET S L. [9.5 2]

(1) REFBSEBENICHERL TV AW E2ERT 5 &, KHl
BEhL, FRELTWAEWS E2EHNICHERT A &, 5
IR ASHIBE L 7B A& 1k, B IcE52hiEd 52 &,

(2) MOBEIZOWVWT, REESHKEICEZ ICHAT 52 &,
F/o, BEHLMEISUHBET A &,
CHEIRAFICARFZER L2 A. BRIE - iERICEE 2 RITT

VRAIBHBH &,

- TERRASHIBE L7 I3 EEb N A BE1E, He A IS E I
THE,

R EETET B, HUEEICHKT A &

9.5 1%

IR IR L T W AAREEDO H L HEICIZRE LT &,
BERITEEASHEA L - BEICE, BEbICRE52RIEdT 5T &,
HIRTE R OKREIC T > OF 7 0 ¥ v I ZRBAERAIIE T >~
VAT UV U EBBRIBERE RS S N BE TEKEDE.
RIR-FEROTELE., HEROKIME. B2, &4 7 L MEE.
EHOEBRARR OEAGBDEEIC & % & HER S 15 U O H#E.
EHBEHEOEE. MOEBRA2ENH o b/ OHENDH 5.
(2.2 ,9.4.1 Z8]

9.6 ZHm
FEA LGN ENVEE LW, BWER (5> ) ©5mg/kg/ H
THHFANOBITDPREOLNT WS, BIWEE (5 NEEH
R OEAMREO®RS) © 200mg/kg/ B CHAERICERINES
PESFET R OMRERA A, 8mg/kg/ H THI&E IR HNINH]
KOEBFLOBENRD SN TV,

9.7 I\REE
NREE R E UT-BRHEBRIIERL Than,

9.8 k&

MmHEZEF L. BEEICRET 52 L, —RICBEORKEEL
HELLAWEESNT VS, MEEEITR 2BFNIPH 5,

10.2 HAEER (HAICERITD L)

»* 60mL/min/1.73m?
RO ERERED H
HEENOTYAF L
Y7 IIVERIE E DA
IZoWnTIE, BELES
LB v eI
HGHEEREIEIBZ
o

TOIFT Ty

BiERE, &m0

7% EEPRAEIR - BT IE W - fERERET
AV LRFERN|MEAY Y LEN LR | AXFOT IV EZATFO Y
FRAI THIENH D, FWHHIERICE O A

2¥a/) 57 ko, U LB R S TR
FNOTLTL U5 TEBENNH 5,
71 7 LG A fElER T BEREEREE
=L R RN DHBHEE
FI PR B JEA] — @ O 2 s I AR | R R B A TIRE % %
AR AN N TEZEIITBENDIH|TTVAIEEZFICITLZ
MU ZBLAF |%, BHE»PSEEZ|VEEPTEL TV
TIRE ML, HEITHEH BENZL. REnE
[11.1.4 28] WEHRZITH 2 &, LT W,
U F 7 LB VF I LFREBESEI S PHELEFIIAETHS
REEY) F 7 L BENDH 5, My FRITLALF AR
BIXF I LA F Ol
BT s nwbnT
WAz, KEIDF MY
v LB R T S 2 &
ICEDEZREEZON
%o
TUAFL Y7V |BHEERE, BHAVTL|LZV - T IFT Y
IVERE MFERCEMEZE | > > ZEEEHAP R
TEEZNDDH S, eGFR | SNAHHHEENDH S,

KRR IR EA L IMURE F OV I 2 62
ZTBENDDH B,
JEATOA NEHE | BEEERPEE T 28 |IEAT 04 NMEEHRER
REETFA] TNNH 5, Al MEIREREHE
TEHETURY TSI
DAEBEEEAICLD,
AAHN D& FEAER % 555 S
BAHAREEN D S,
BHMEEZELLSELB | Uy IS 00
TNNH 5, HREEEAICKD,
BEIMREPKE TS 57
HEEZBND,

11. BlfEA

ROBWERDPH 6bNBH ENHHDT. BEE+DITITWL,
BEDPROONZBEIEIHREE2FILT 5% EHE A 0AE 2T

ST &,

11.1 EXEIEA

11.1.1 MEWFE (GEEAHR)

10. #E{EA
10.1 HARR (HALBWLWI L)

7% BRRIEIR - FHETTIE W - falRE T
TUAFL Y72 |EBFERMEH, BR|IL=V-T YT
VIR HREE. @AY Al v REEERSHER

FYVRA FERMEMED ) AT | SNARREED B .

(hE PRI B & Il
B9 556, 7272
L. fhokEERE
Z{T-oTCbiaBIML
Foaryiru—)
PELIARDE
FHEERL,)

(2.3 =H]

BEhrHRESN TV 2,

HEiE. OB, WE. SOEESMERELTHEDNE I EN
B, £72. EFE. EBK. B, FRZZ4S BENEETE
BHobNHIENH 5,

11.1.2 BFRE (BEEAHA)

11.1.3 BAYUDLIMMAE (BEEARH)

11.1.4 Y3y BHEARRH). K8 (BEEARH)  REDHEK BEERH)
BREG EH. BEHEASSD S DNLEEICIE. BESIOE A
MEZITO T &, [9.1.4,9.2.2,10.2 ZE]

11.1.5 FFHserEE (BHEREA). &8 (SEERER)

AST. ALT. vy -GTP LRZEOFEERESHS5bNE I &N
H5B, [8.1 BIR]

11.1.6 MRS (BEFERER)

11.1.7 {KIM%E (BEERER)

BRARE, ZERER, BT, FOBx. EhAET. BE, BEE
EENDSDLNIGEEICEEREEFRIEL, BULLEEITS
Lo BRFIBETOBETHSDLNPT L,

11.1.8 HEUHRIARAE (SHEANHA)

AR, AR CK ER. MHPRUORFPIFZaey L%
B ETHIEBBRBESG D S5DbNEZENHHDT, TDX



DWBEICESICREGZFIEL. BYLLEZITS &
1119 PFT745Fy— (BEEARH)
ZTORER. 5%k, MEET. BREEEPERELTHS
PNBEPDHY, TFTI4TF7Fv—YavrzRILIZED
HBELH D
11.1.10 EEQTH (GHEAH)
REKREICED., FERDZHOEBEO TRV H DML &
BHB. EMIILVIGMEZREPRDO SN EDREPDH 5.

B | M| g | G | (|
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|5807 £ 1,142

11.1.11 EEMR (BEEAR)
FE IZMR, DEIRAEE, MR X MMEEEE O MEEMAS H
EbNBZENDHHDT, TOLIRBEIIZHEEEZHRIEL,
BIERERVE VEIOREEOWEY) 2 NEZITS L,

11.2 ZDfthDEI{ER

1 ~ 5% K 1% i SEPEANAR
B BHUE — HZ ZO¥E
M IRMEREGRAD . | BIMEREE N, 10 | &I
Eru b v, IR
AT Ry MR
/}\
BHERER (OFWn, 5L 5 | ER, EERK, K| —
FHy AHDOER K
H{bE — BR(E TR MR- TE:
g, OR%. 8
BRI, ([ERD
it
TEIR e — — DEAME. BiE.
3TH. KoE
T ALTEH., AST E|ALP & —
.y -GTP k&,
LDH E&
PR A BUN E& mEZ L7 F=> S8R
LRUREABE.
PR U P51
Z DAth CKL F. CRP_L|&£5B2K. | /#E. BEE& (0F
. hUZURY EE. S5 AR
KN LEF. mEAHY ESNN: |7 NS
v bER. REEL A BT
7 W, LU, B
HEE, HE

mean = SD
16.1.2 RiEH®RS
REMBMEESREICALATILY Y A RFY 3L 10mg(20
Bl) %0 20mg (19 1) % 14 HRE. 40mg (10f) % 7 HE
REZOAHRG LIS, BRADT VAT ILEY > OFEYERE
FHSTA—=FE, ROEBYTH-729,

JL = L Cmaxﬁﬁ) Tmax Tl/Z AUC #3)
w58 e (ng/mL) (hr) (hr) | (ng-hr/mL)
tomg® | 20 | @%b 22+08|65+09| |J513
20mgEn | 19 | %0 a5+ 11 6308 3EES
: 1,008.5 7,848.0
40mg*? 10 (0267) |26 £ 1.0160£1.0| (5307])
mean = SD

F1) 14 HE#&®S. #2) 7 HE#®S,

1 3) AEIFE R OFERZ)
R RSB 27 BliCA LAY LY > A RF Y I)L 10mg.
20mg %0 40mg = 1 H 1 [B] 7 HREIREZO®R S L& ol
BWHRANATLY VREZBEI LI LIS, BOPITERIRE
IEL. BERERZEAERD N LN 7 %

16.1.3 &EYZRHEEFEHER

(FIWATILST 8 5mg [TCKI)
FIAY L »5E5mg [TCK] &EFINAT v 7§ 5mg =, 7
OAF—N—FICEDENZTNLEE (FLAFLY Y ARF
YV Il 5mg) BEBABTFICHEREREORS L CmERE
HERERELEE L, BoN/-EYEEL/ST X —% (AUC,
Cmax) 122V T 90%EMXHIEIC THEHET 217 - 72 FE 53R,
log (0.80) ~ log (1.25) O#EENTH V. WAIOEYEIFE
EMDHERI N7,

14. BRLDFE

14.1 BERRAREFOER
AAZ A MR I VIERRIERAIIEHERY v b AT )VERIER
BlE e —at LEREZEEZHFTICTRELZEE, X hAIL3
VIEFMIESAIN I E RS v b AV IVEBRIERIFE S EET 5 D
ENHBHOT, —BfbiFETFE &,

14.2 BERIZMEFOER
PTP @ D#HEIZ PTP > — b6 BIOH L TIRAT 5 L S48
WMIHTE, PTP ¥ — FORMEAICK D, BEWHALTH Rk
AFIA L, BICIZBILZB I LTHEBIRARSEOEE L AHIES
HHTHIEDDH S,

16. EYBHHEE

16.1 MANEE

16.1.1 BEIRS
REZRABE 2461l L AH LY Y X FFY 3L 5mg.
10mg. 20mg K& O 40mg = ZEMERFBEEREOZS Lz & &, F
VALY Y OIMFERBEEEIESPICEAL, £5 1.7 ~ 2.2
BRI RS ICE L7zo Cmax XU AUC X G & ICHE VBN
L7z
FINAGFILEY Y ARNFY INVHEEREOBRGROF VALY
Y OBYEREINT X —F

L Cmax Tmax T2 AUC
B ks (ng/mL) (hr) (hr) (ng-hr/mL)
5mg 6 152+ 31][1.8+048.7+1.2]892+ 191

HTEIST A — 5 BEITA—S
AUCo - 48hr Cmax Tmax Tz
(ng-hr/mL)| (ng/mL) (hr) (hr)
FNAYIE v
5mg [TCK] 1505.29 £ 358.74|252.65 £ 46.16| 1.78 = 0.47|8.95 = 0.98
g&;?77ﬁ1@@&ﬁ&W2@@uﬂuﬁzﬂ4iOb48881091
(Mean =+ S.D., n=23)
(ng/mL)
3501
300+
% 250
? Y -~ G AH LY UEESmg [TCK]
)L 2004 ,‘;;}w -0- FILAT v U§ESmg
A i{ﬁ Mean+S.D.,n=23
T oso{ [ Lk
5 |
< LN
b 1004 \\T
rit T
501 .
0@ T T 9
1234 6 8 12 24 48

2 (hr)

(FILAYILT Vi 10mg [TCKD)

FIAFI Y V3 10mg [TCK] &A AT v 7§ 10mg %.
JUAF=N—ZFEILLDZENZTNLHE (FLAHLEY S XN
FV I 10mg) BERABFICHEAERRBIREORS L iR
EERERBEZAEL., So N EMEE/T X —% (AUC.
Cmax) 122\ T 90%EMXHIEIC THEHEIT 21T - 725538,
log (0.80) ~ log (1.25) Q#EEATH V. WAIDEERIFE



FHEPHERSI N,

HENI A=Y SENTGXA =%
AUCo - 4snr Cmax Tmax Tz
(ng-hr/mL)| (ng/mL) (hr) (hr)
ANAFLY 5
Lrmg 1G] 15176 280590 490492 11339 | 1.95 0,79 8.48 + 1.13
Tons 7% a9m305 71721 454,64 + 9467 | 1.85 + 0.67| 8.67 + 1.18

(Mean = S.D., n=30)

(ng/mL)
7004

600+

% 500+
i - FILAHILF UEE10mg [TCK]
L 4009 Iy -0- A AT v 7§El0mg
; 19 Mean£8.D.,n=30
[REA
o 3001 [
7 :
v 1
E 20073 -
< \\\
1
100+
1
0@ 7 T T T
1234 6 8 12 24 48

B (hr)

(FIAS)LS U8k 40mg [TCK])

FIAHINY V8 A0mg [TCK] &AL AT v 7§E 40mg % .
JURF=N—FRICEDZNTN 1 (AN AFILY Y XK
FV I 40mg) BERASFICHRERRBREORS L TlfEd
EHEAERBELZEEL. BonEMEiE s X —% (AUC.
Cmax) 122\ T 90%FHEX EIEIC THREHRNT 217 - 12 iEHR.
log (0.80) ~log (1.25) O#HHENTH V. WAIDEYZENE
MR SN Y,

ST X =% ZENTGTA =%
AUCo - 48nr Cmax Tmax Tir2
(ng-hr/mL) | (ng/mL) (hr) (hr)
ANAFLY 5
A0 PTG (922665 £ 003691326302 4996  1.85 -+ 0.56|9.56  1.46
e 77 B 19061 4155851 127820 £ 23049 2.17 + 0.60|9.66 % 1.17

(Mean = S.D., n=24)

(ng/mL)
1800

1600
1400

1200 [#

- FILAHILY EE40mg [TCK]
10004 Ji -0- F I AT v 7§E40mg
Mean=S.D.,n=24

800

600

TEIE\ N & % e N BHE

4004

2004

IS s 2 B A
M (hr)

MAEFFEEIN 2 AUC, Cmax ZED/85 X —4 13, #EED
IR, (R ORIE - BESORBEGICE > TRZ S5 E
HndH 5,

16.2 TR

16.2.1 BEDFE
R ABE 1261V ALY > A RFY I 20mg %
ZeRE R, (RAERT A EEL 30 D H 5 LI E S BB 30 24 1C
BERORE L&, Z2NENOF LAY LY D Cmax K
AUCITIRIZEA EEIT L. BEEOFEIRDNZ» 7219,

16.22 NAFT7RASEUFT «
R RABE 24 FlIc AL AT LY > X FFY 3L 20mg
Z IR EENE RS I A L ALY >~ 16.2mg % B iR N
ICHAHRE L, N4 T T7RXA S8 T 4 2RO HER,
25.6% TH-o7z HEAT—%) W,
16.3 £
16.3.1 EEBRFEE (RIVERZE)
FIAYILY COMBEEAZEERILI 9% EEL EIITLT 3
YOINT 7 ) YA MIKESET A (in vitro) A TV T 7Y
VEDOHAREBTILT 7V L OIEYBIREICHE N 7 < MK T
BERICEEERRIFS B o7: HEAT—%) 1213,
16.4 X8
FIRXFIEY Y A RFYIF, BORSR, EI/NEER,
FFESUIMEEICBWTC I AT I —BIC KB IKDEEZZ . 1§
BEREIOT N ALY ARE SN D, MBEFITIZA LAY
VT DADBRD SN, TOMORBIIFEELLZ V. & M
IV —L%HAW.F b7 O—LAP450 5FE 7 EE(1A1&2.
2A6. 2C19, 2C8&9. 2D6. 2E1. 3A4) OiEMHIZ > W\ T,
FNAPNEY K BHHEERLZBF L&A, BRAETHE
ESNAMBEREETIIVITNOSTRELIZEALHELZ
Molee £y b MEEMRICT, AULXHILY Y X RF
VINWIZEABF M u—L4 P450 OFEIIFTRD 5N hr -7 (in
vitro) ¥,
16.5 Heitt
AR C- AN ALY Y XA RFY I 20mg %
HERROREG LA, BE LIBRETEED 12.6% (240 K
L E ) PRFIC, 77.2% (312 FefEte £ ) AEFICHRI
iz GHEAT—%) 19,
R RABE 24 FlICA L XYL Y > A RFV I 5mg.
10mg. 20mg % U 40mg = ZEEREREORG Lz, #&
B AS BRI E CTICIRFUCA L AT LY A5 11.6 ~ 14.6% HEilt
Sz e,
16.6 REDEHRZEI HEE
16.6.1 BrgEEEEE
REZRABE AL, BEMEREEEE 26 flzEEENICS
~ OB O3B F 34BN L. ANAFILY Y X
FFvV 3L 10mg# 1 H1E7HERERORS LZEED 7
HEOEEREIZB T 2MEFRF VAT LY D AUC Ol
FHEIL, BREEEE LB L T BE, PEERVEEES
WHEREBEZTZINEN 1.6 5. 1.8 2.8[ETH-o7 ' (4
EAT—%), [9.2.1 ]
16.6.2 FTHEpEfE=EEE
BER OREEFEERESRE 2012 LATILY Y X FF
VI 10mg # ZEERBEERFOKRE Lz &, FREEEEL
HE L TRt LA Ly >0 AUCIEZENZENR 1.1 5, 1.7
BETH-o727 GHEAT—4). [9.3 SH]
16.6.3 Sins
BEZERE (65KUL) 6FlICALAT LYY XARFVY3I
)L 10mg z BEREOHRES L. BELFEEREEALATILEY ¥
D AUC OFFEHEZ B L&A, ZEALEZETIRDS
Nizipo7z 18,
7o, EmEmmEERE (75®E) 176IcF VAT Ly >
ARFVINVI0mg%x 1 H1E I4HEREGOREG L&A,
JEEl BE ICHE L AUC OBMFIEN 1.4 SEHEER L
M, BEERIIEAERD NG 12D (HEAT—%).
16.8 ZDfth
(FIWAYILT 8k 20mg [TCK])
FNAF LY V4E 20mg [TCK] &, [HEIE% 2 F0ER
BlOEYFEORISERE T A RF4 > (B 24 FE 2 A 29 HEE
BEHEF 02295 105)] ICETE, AL ALY VEE40mg
[TCK] #iZH¥EBRAIE L& &, BHBFNIE L L. EYEN
IR E RSNz 19,



17. ERERAUAE
17.1 BHERVUZLMEICET 2HR
17.1.1 ENERERER

AEMESMEEREZNRELZALATLY Y ARFYI

VO_EERIERBELZEUCERRBECO [HERE] 280

PEEER (RREFIZED / FHEFIE) & 79.8% (3647456 fi). [

ERRE] Z2E& TR WIEERIZ 84.7% (364/430 ) TH -7z,

BB, DD LI - FEEOREBESMEESRE 2R EL

ZEEBHREHBRICK ST, AMAY LYY ARFYIL

DERESER SNz,

BEEMRIIALATILY > ARFY ILHRE% BB CTHR

L. 2 EMEDNICERZBEEEZ R UICE. 4 ~ 8B THRAI

EY AT ENRERSINI 2,

W) R ST (-20mmHg BL_E) R OK5E 8 1 F
(-10mmHg L &) #7729 HE&, FHOLE (-13mmHg
DlE) Z2@-3HA, DHAVIITEMERE THhoTH
150/90mmHg kil (7272 L. ABE#E#E 1% 140/85mmHg
Ki) ICHERE LGS

F2) FEER : PGEHIME (-10mmHg DL L) & OE5E
mE (-5mmHg Ml k) 29 8HE. 2 W0IEFHEME
(-7mmHg Pl &) %W 95HE

17.1.2 EAEE MEHER

BEHEREZFOBSNEEREZEZ2NRELLALAT LY

Y ARFVILVOEKRRBETO HERE] 2&5TRERIT

68.0% (17/25%1). THIEARHE] z&F 2 VEERIL77.3%

(17/22 ) TdH o7z

BIfEFA RIS E X, BMEERA 10.0% (3/30 fl). EFHEE

BEEEN20.7% (6/29f]) THD. RO SN-AMEERD

BIfEFIL BEE (B VEMEROEAE 3.3% (1/306]) TH-

7'—: 21)o

17.1.3 EMNE D1EE

FRESMEEEZFLZNRELEALAFILY Y ARFVIL

DEERREETO [HEARRE] 25 THERIT 86.2% (25/29 ).

[HEREE] 2E&ERVEERIZ 92.6% (25/27 ) TH-7.

BIfEFAFIRSEE X, HARERD 6.9% (2/29 ). HEREEE

BED21.4% (6728 1) THD. B 5N/ HMEEROE

ERIE. BRERCEENE 3.4% (1/29 ) TH -7z 22,

17.1.4 EBNEKRGEER (REIRS)

BRE - PEEARRBME S M ERE B 2 RIS 12 » ARA LA

LE Y ARFYINEBMEE UIAER, DE LIZEERD

Boniz, HIERRE] Z2ETHEERIZ 80.7% (134/166 ) [H

EARRE] ZE&EHWVIEERIZ03.1% (134/144 1) TH -7,

17.1.5 ENELEHER (RERS)

B - PEEARBESMTERE 2 0RI1C, 12 5 AL L X

Iy XARFVINLEHLYYLAERAS LIEYA 7Y

oA RZFRIEER 2 HRRE LziR, ZE LEEEDREPSE

5Nz NIV LERAIREETO [HERE] # &8k

JFEH1E 85.0% (17/20 1) [HIEAREE] Z&F 2 VEERI

100.0% (17/17 i) TdH -7z, FRAIGIEIEETO HIEREE

EEHETEERIZ 72.7% (16/2261). [HEREE] Z2&F RV E

JERIZ 100.0% (16/16 fl) Td -7z,

BITEFHRIRSARE 1. ALY 7 AEERAIG B LR ¢ B M EER

M 4.5% (1722 %), BERBEMEEE N 4.5% (1722 ). R

Bt RBER CEHMEE RS 37.0% (10/27 #). HEEBREE

BEN 25.9% (7/27 ) TH - 1. Tz AMEEROBIERIZ.

FIL T LEREIGRBEER T B 54 4.5% (1/2261). F]

REIGFFABEERTO TV 14.8% (4727 #l) TH -7 29,

17.1.6 BN IEHKER (MEBAZE)

BRORE - REEARRBESMEEZMRIC, FIATILY Y AR

FYVINEI2EMES L. BHTE NMEREIC K S 24 BERE

MEHANZSZHET LR, ALAT LYY ARFVYIL

X1 H1ERSICBWT, MEH#EO T T 7 A VICEEL T

Fg e, EAERMEZBEICERTSE S &L 24 B
MZRE L EEERZRT 2 EPHERS N P,

18. EEIR

18.1 {EF#R
FIAGFILEY Y ARFYINZTORT YT THY., £EA
TIEMREM THHFNAY LY VITEBEN, TV IF T
YO (AT) #4771 (AT SHEMBICERWICERALTA
IOREZHEAMICEEL, AERTHS A T OZFEE(EH %D
9 5 2,

18.2 7 IH* Ty I SEHENMIER
FIWAYNEY O AT ZEFEETERZE N AT ZBEAD
5] A THEAHETCHSTLZEZ A, 50% FHEEE (ICsfE)
X 1.3nM TH -7z (in vitro)e Flow FINRAFILEY I THF
FOELEY bOFHMEIZB VLT, A T2 X 2 IUE KIS % T
L. ZOMEIERIENRERL RN TH o7z Ty MK
UAXIZBOT, ANAVTILY Y XARFYINE, BOKSE
IZ&D A TITKBAERIGZRREAIICHIH L7z 27,

18.3 BEE(EF

18.3.1 AN AHILY Y XRFYUINIROKBSICED, BES
MEZ Y b BMEBRFET Y b EEMET v S OJEICHE
WEERAERZR L7z, DRRICEE L 5 e 5722,

18.3.2 FNAFILY Y ARFYINEEMEEBARREET v M
24 ERIRERORET &, MEEELS &R KE LR
FEEfZRL. REEOHEIROEBRO 5N -7z, /- 14H
RIREREORESS, RELTHUNY Y RIRD N -7z 2,

1833 AN AVILY VEZEIMEBRFEIET v MMCEIRNES T
5 ERAREMEERPED L. BEEROBAD RS 51z,
MEIE TR L7225, DIEBICERIZ 2 < DIEEEITER L7,
P Ty FNAYILY » OBEERIZEFME OIRICED <
BRMMEELOBDICL 2 bDEEZ NS 7,

18.3.4 FIAFILEY Y ARFYINEEMEERREET v M
20 AMRERORST AL, MEDREE & HICRPEADEI
RUOT7LT I VHRHEORDPRO 5N, BROREFR R ON
E2LFTHHENT 2,

1835 ANAYILY Y ARFVYINEBMEBRIEIET v M
SEMRERORS T A&, MEDOREEEBIDEEDET
RODHBEROBLAIZED 5, DIERZIHIT 2 Z & A
maniz 2,

19. BUMHSICRAT 2IBLFMAR

—EEH : ANVAFILY Y XA RFY IV (Olmesartan Medoxomil)

{ft % & :(5-Methyl-2-0x0-1,3-dioxol-4-yl)methyl
4-(1-hydroxy-1-methylethyl)-2-propyl-1- {[2'-
(1H -tetrazol-5-yl)biphenyl-4-yl] methyl} -1H
-imidazole-5-carboxylate

G C29H30N6Os

: 558.59

WP
i N N
BLoEn B

HsC OH
HsC O



{3

R AE~HMEAEOREEOMRTH 5,
TR FUYLIETY ) —)L (99.5) I2EIFI2< <,
HKIIEEA BT 20,

20. BRWLEDER
T IO —RERIORREET TRET S &

22. A&
(FIWATILS e Smg [TCK])

100

#€ (10%E (PTP) x 10, ¥RAIAD)

(A AT U 10mg TTCK])

100

$& (1048 (PTP) x 10, ¥ZBAIAD)

(FILATILE g 20mg [TCKD

100
500

(FILAYILE g 4A0mg [TCKI)

100

23. FEXE

1)
2)

3)

4)

5)

6)

7)

8)

9)
10)
11)
12)
13)
14)
15)
16)
17)
18)
19)
20)

21)

22)

23)

24)

$& (10%% (PTP) x 10. ¥ZEAIAD)
#& (108E (PTP) X 50. FZBAIAD)

$€ (10%E (PTP) X 10. FZIBAIAD)

FIEREMIZ A ¢ FEEMEY . 2017 5 47 1 1353-1355

BEERME T - IR EERHE ARIESMEE . 2021 5 29
49-54
FIFR£8E A ¢ BEARIESE . 2003 5 19 (10) : 1131-1142

BE - PEEARESMERE 20K E L EWEk e
FEEEROBBROMRE (FLX Ty 7§ 20044 1 A
29 HRRE. HFEREE 2.7.6)
REEMER M ERERE 2 0 R & L7z 40mg %5 B O #)
REDEET (X T v 7$E: 2004 1 B 29 H&FR, H
HERE 2.7.6)

M3 | fERESE . 20035 19 (10) @ 1143-1156
HAER  EMERREERBE (5 Smg)

HAER  EMERNREERBE (58 10mg)

HAER  EYEAESEERHR (52 40mg)

HAZ83 7 BRRES . 2003 5 19 (11) 1 1283-1295
NAFTTRATEY T4 (FNVAT v U8 20044%F 1 A
290 HARRR. HFREREIE 2.7.1.2)

EHES (AW XT v 7882004 1 A 29 H&ER, H
FRERME 2.6.2.4)

TNT 7 ) EOHEBEER (VAT v 78 2004 F 1
A 29 HA&GE., HFERMIE 2.7.6)

R (AN AT v 78820044 1 H 29 HARE, HFEE
FHEE 2.6.2.5)

BHAWmME BERFEFRLGHEHEZ. BNIIEE. 2021 :
C1265-1272
HEREOKRSICB T 2EMBBOME (T AT v VHE:
2004 % 1 B 29 HAGR. HEEHME2.7.6)

von Bergmann K, et al.:] Hypertens. 2001 ;19 (S1):
$33-540

HAHZ A BRESE . 20035 19 (11) : 1297-1306
HNER  EYERESERE (52 20mg)
HEBTOMGR (FIVAT v 7§E:2004 5 1 A 29 HAFE.
FIEERMIE 2.7.3.3, 2.7.6)
BREREZAOIBMEERE 20 R E Lo NHRE
(FATw 7§E: 2004 F 1 A 29 HASR, HIEERMT
2.7.6)

BEGMEEZ MR E LB MAERE (FLXTy 78!
2004 % 1 B 29 HAGR. HEEHMHE2.7.6)
RHBRESOEME (A VAT v 7§ 200441 A29H
KRR, HEERMEE 2.7.3.5)

AEEEMERE ZHRE LoV Y T LERE, T4
T A FRMREFRRGHE (AT v ZEE 2004
F£1H 29 HAR. HHEERE 2.7.6)

25) BYE - PEEARREEMEESRE 2R E LS THER
B (AT v 78E 2004 F 1 A 29 H&AGE. HFER
W 2.7.6)

NN FILAT v 7882004 4 1 A 29 H&ZE.
HEEERHIEE 2.5.1.3)

Nz T A ZHBFFERTER . 2003 5 55 1 1-91
BHRICA T BAIER (AN XT v 78200441 H29 H
KRR, HEEERHIE 2.6.1.3)

26)

27)
28)

24. XEEERERUBEVEDLEE

REALEHRNSHE EE - 2940ER

T 921-8164 iRMA%K 3T H 406 #Hith
TEL 076-247-2132

FAX 076-247-5740

26. HOEARGTRES
26.1 BHEIRGETT

RE4AZH®RKNH

&RMAKIT HA406 % i

& 2508 B



