%k 20254 9 HET (85 5
% 20254 5 AOET (38 4

BTE - EIRRE
B : 34

i)
i)

EHROMAT,.LEX9—-J0v H—
VIVSE JES i
FIWAYIIY X RFYSVOBRERSE

AILAT YT ODsE Smg

AILATY7I 0Dz 10mg
AILATv7) 0Dsz 20mg
AIAT I 0DE40mg

OLMETEC® OD TABLETS

) EE—EMFEONSBICK VAT LI &

35
BAEERROEES
872149

ERBS AR7chasE

OD#$% 5 mg

22900AMX00158 | 20174 6 A

OD#E10mg

22700AMX00765| 2015%12H

OD##20mg

22700AMX00766 | 2015%12H

OD##40mg

22700AMX00767 | 2015%12H

2. B2 (RDEBEICIFIES LBV E)

2.1 BFNDOB I UVBHEOED B EED H 5 B

2.2 R SUIITIR L C W A EEE D B 5 i [9.5 BE]

23 F7VAF LY IOVBERZBRSTOBRREE (1277
L. oEEREZToCbRBIMENTY P —
LHELLARBOEEZIRL)[10.1 ZE]

4. SHREX (F3h5R
BIMmELE

6. RiERUHE

RI340mgE TEF B,

BEE. BAICEAILAT LYY AFFVYINLELTIO~
20mg# 1 H1ERO#Ed 5. 28,
ZRME L. FEl#S, ERICK D EEERT 555,

1H5~ 10mg#h 535
IHEREKES

3. #HRk - HIK
*3.1 4k - \ 8. ERREAH;EE
[ %) VA ‘ 8.1 KA a7 > VAT vy I BAEEHAR G I EE
L5k fRtLO—2, B-270TFA AR ES D 5 bN- L OWENH 2D T, FFHEEE
FIWAFNLY NN, ANV AOQ—A, AT T BEA2ERT 22 EBEE YT E, [11.1.5 ]
ANRAT Y 7| AFFVIVHR) B =R TEALT 7 L7074, 8.2 TN AR IS L e EAEE Lu, 7o V45
OD#t5mg |5mg ATTU VBRI T AT L HE vy I RARREFARSHOBE L., IO FR+
~—?§m* & dl-a-ha7 s KLoY-Ty D7y Y v ROMEERIC & 2 EER
- S AR R 2 2 AR D 5.
IR s (Y i it s 83 BEMRICETHEN, H6OEAHEDNLI EN
S et : ; 7 HHOT, BIEE. HHHOEESRERE LS BiKE
OD@%IOmg ARFVIVHB) | G—A, THALT 7L H) T A, BT B L S D o &
10mg AFTV VYT R T AL B St -
_|lsee _|da-kaT=m—l 9. BEDHEEET ZRECHT IR
FIVAT Y | FIVAFILEY 9.1 SHLE - BEFEDS 2 BE
CD%%mg;Eéme) 9.1.1 MM ESIRIERDH 3 BENFH B CEHIRIERED
HHEE
jw}fyﬁﬁﬁiﬁwy, WEEROEBLZVWEHSNBIBE2RE. HRAIE
OD$#40mg |AF*Y 3L (HR) WIFAHZ L, BMREBOBD R RREABEDEKTIC
40mg 912;2U§£;§®%§méﬁéz%nﬁ@éo
137 I l__| I
3.2 ZHIDIER e BB LY EAZVEHBS A BaRRE. B
N . - 2 ﬁua:ao%wuvAmﬁ%@%éﬁéz%nﬁz%o
W A& (Ej;) (r é) (;i;’c‘) S, BHEEE, T2 kO LRBORBRREC LD
& MiEHY 7 LEFEL 2D P TVERETIE, mWEHY
=, TLEICERT S E,
Obitsms |(rtase) EREE @ = 913 HMEWEDH DB
6.1 | #3.0 [ #180 BEORESMOKAE2ERL, HEEELSES
: — - BENSH D,
FIAT w27 g A}::j‘;’ @ 9 1.4 fﬁinlﬁﬁﬁgﬁkqﬂd),mﬁ
OD#10mg e/ RS RS 2HE L. BMET2HAI& YT
6.1 3.0 | %980 Zé, —HEORBLMEETZEZIBENTD S,
_— o : [11.1.4 8]
x| o FR e ﬁ — BisEEEE
ODFE20mg | e 0 2 | I 921 EELERARE (5T L7 F = V1E3.0mg/dLt)
(SR A) s
— CNODEEENRE L-BHBROR LN % B
FNATF 9T om T HERREBRIZERL T, BHE2ELIES
OD#$£40mg BENNDH 5. [16.6.1 B]
96 #9320
EcBVIZEVY, XEbTDRIERZICBWD S,

REHEE



9.2.2 MRBNPDEE
BAE»SHSZHMBL. EEITHHEHIHRLITTD
., —BMOABEMERTZEZTEENTH 5,
[11.1.4 ]
9.3 fFikEEEEEE
BREIIPEEOF#EERERR (Child-Pugh A 2
7 15~9) THANAYILY v OIFEREES FRT B L
PIRESNTVDS, [16.6.2 ]
9.4 &FEREE T D&
9.4.1 {HRY B OTEEMED B DM
HIRLTWAZ EDHBEINT T VIO TF Y VB
BREREERNZT O T v v DA RERA 2 E
L. BBR - iERANORE (B2, HS - i - Bo

RS, FELE) PR SNfIrvfEshTns) 2,

AR OEEGIZHENS . REFEOFESEHEE L TAHA|
BEOXER2EEICHE L. BB LOFRENSERE
HELEEZEHWINIBHRICOAEETEH L, £
7oy BEPDEZESICEROEEREHICEET S
L. [9.5 ]
AEEHEEICHEL TWAE WS &2 TERT A &,
AFHEHE, FIRLTVWE W &2 EMIICHERT
B L, BEHRIHIEAHEL Z5E&ICE. BEICH
Exdutgasz e,
WOHEIFIZDOWT ., RAEESHMKEEICEFICHHAT 2
k. Foy BERHLMLBEIISCHAT S L,
c GRIRFRICAF 2 ER LCBA. IBIE - iERICEES
RIETYRIDBH BT &,
c HIRAHE L - N IZBEDNBIEEIE, EP D ICHYE
ICHT A2 &,
- FRZETE T A5AIE. HYEICHKT S &,
9.5 117
R IER LT WA RIBEE D H 2 4TI E L wn
ZE, BERIFRASHIALZEEICIE. BESICEESR
hikg sz &,
HIRPHIR ORI o VF 7 0 ¥ v I ZBERERAFIX
B7oIF 70y v EMBRIESH zRESNIZEET
EAKBDRE, BB - FHEROETE, FEROBLE, &
RE, BHY T LM, EEOERAL KU EKEDIE
IC& B MRS NAMUEOHNE. EEHEBOER. i
FERALESH 5bNIzEOBRENH S, [2.2. 94.1 2
Ha]
9.6 %217
BALBZWZENEE LWL, BYER(S Y b)D5mg/
kg/HTHITHAOBITHRDONT WS, BYEER
(Zv FEAEBHKOCRIAMEORS) »200mg/kg/HT
HAERICEZILRZ ST RMEAERD A 8mg/kg/H
THAE RITREEIINE R OER S EOBIENS DD 5h
TWb,
9.7 INRE
INRE AR E U-BREBRIEERE L T,
9.8 S
BB 28T L. BEICKRET S22, —RIGEED
BEERIFEF L AVEESNTVDS, MEESENILZ S
BENDTDH B,

10. {8E{EA
10.1 HEZEZR
A7 E
FTUAFLVT
VRIS
FILVA
(W8 PRSI
3 286, 7272
L. fhokEEia#E
ZiT-oTdaBM
Foary ra—)
PELLARDE
EZxR<o)
[2.3 &HH]

(1)

(2)

HBLREWLWZ &)
iR - B
JEEFE R 2. B
HEERE, BhV Y
2 I E K OME I E D
U R BN RS S
nctwns,

WP - fEREF
VoV TUIF T
¥ v RHEER 1
SNHURENEN D 5.

10.2 HEER (HAISERT ST L)

2% R - EEHE | BF - ERET
A LAREFEME A Y 7 LB ARFOTILEATO
FIFRA ERIBEDDH B |V WIMEERIC X

A¥RJ) 37k, DAY LIFEIER
NN AV MRS 2 BZEND
F11) 7 LRSI H%

b= RN fERRIAF B AR

EDHHEE
FI PR B EA — @M o & 2 I | R PR B EF TR R %
Jat 3R, BTRZEIITBZINZITTVWSEEFICIZ
NI ZUaLXAF |\ b, BEAE,PS| L= VIEENTUEL
7Y R BE2HBL. HETWLIEEIZL,
[11.1.4 8] T BBEER AT RBIPED LT\,
52 &,

U F 7 L BUA| U F o LHRENEC AL EEIIRIET
RBVFIL | BBENND 5, HBN. FEITL

AF ARRITYF T L
A4 OITEZEE
FTrEnbhTW3S
2o, RKEIHF MY
o LR E R T S
ZlickiEz B &
EZIbNb,

TUAFLYT=
IVERIE

BHERE,. 54HY
7 L IMRE % OV I
EREITBENDGD
%, eGFR»60mL/
min/1.73m2*RKiEmD
BHEREDOD 5B
HEANDTIVAFL Y
7 IVEEIE & Ot
IZ2oWTiX. BEE
T & B0 &
SNA2LBEERE
BB &,

VYT YIATY
> RIEER AR
SNBHAHERD B2,

TUIFTITY

R AR SR A EA|

BRERE. &h Y
7 L MRE K OME I E
ZEITBINND
60

FRxFOAFHE
TH A SRS

FEEMERAPREEY %
BENDH S

JFEZATFOA FHEER
BERANT. MEHLE
ER%HE9 %7 a A
TSI DER
FHEMERIC & D, AH
DO E/EH % 5 &
HBHHREED D 5.

Bz EBLsEs
BENFDH S,

TARY TSI
DOERBAEERAIC &
D, BMHEESETR
ToH-bEEZON

%)o

1

1. BIfEA

ROBWERNH 5D S Z ENHHDT. BEEE ATV,
AHEDVROSNIHEITEIBG2HILT 5% CEY 2 LEZ

o2&,

11.1 EXBEIER
¢ 11.1.1 MEMZEE GHEAH)
. NE. W, SOEREMERELTHEDN
HTENDDH. Tz, IR, BX. B, THRIEZMH
SBEMERFEN S S5bNLIENH 5.
11.1.2 BAR 2 GHEAH)
11.1.3 &H YD LIIE BHEARH)
1M.1.4 Y3y T BREARR) ., KEGHEANH), SHEBERGHE

RBH)

W B, BRHAEN D S bRBEICIE,
ICEY R LEZITS &

[9.1.4,

E5
9.2.2, 10.2 ]



11.1.5 FHEEREREE (B RIH) . =08 (BHEEAEA)
AST. ALT. v-GTPLEREZOIHEERESH S5bNS
ZENDH D, [8.1 B

11.1.6 I/IViRGEA (BEREAREH)

11.1.7 {EIM#E SEEEREA)
P, IR, . FoEL. ShAET. R,
ElEEENH S bNIGEIEEREGE2RIE L, Bz
WEZITH 2 &, FBERRIAETOBRETHSDIPT L,

11.1.8 HEIUERRUARAE (SHEEAHT)
R, A&, CKER., mhkORB I+ Zar >
LRZHEBETIMBUBMBES S SDNDE I EN
HBHDT, TOXHIBBAHICIIESICESZHIEL,
WY R ABZITS &,

1119 7FT745F—BHEARHR)
ZOER. RERK. MEET. FRIREEHSSRERE
LThHobNAZENHY, 7FHT7147F—avy
ERILEEDHRELH S,

11.1.10 EEDOTH SHEARA)
EHBEICED, REEDZESEEOTRSH S D
NBHZZEDRD B, EMICKIVGEHEZHEEIRDON
T EDWENDH 5.

11.1.11 REEEMERHA (BHEEAREH)
FEE IR, IRIRAREE, BISIXHREE S A S B
RBHOEDOLNBIENHHDT, TOLID BT

16. EYIENRE

16.1 MHEE

16.1.1 BORS
BEEZRABHSIFNC AL AT ILEY > X FFY I)LODEE
40mgl8E K7 USUEAKTHRA) XigA L A YLy > R
RV 2 LEE40mg 1 E OKTIRA) 2. 70 A4 —N—ET
ZERERFHREREORS LT, HERBIOA VAT LY VO
%%?ﬂ%’%/\"ﬁf _9?5_’131:%2[/7":0 Cmax&()“AUCm@%ﬁfﬁJ
SEHEO O HIO0%EEXEIE. WINnd0.80~1.250
HHEANTH . WHEFOEMENRSEEISHER S N,
FIAGFIY > X RFY I )LODEESmg. ODE10mgk
OD#20mgl3 [ &8 A 7% 5 R OE A o £ Y20 FR%
HREBETA RS54 v ICHE IS, EERIKZ F I ALY >~
ARFYVINODHAOMgE Lz & &, BHEHIEIFRE &
HESN, EYENICFEZEE AR SN,

FNRAYFILE Y X RFY INODFE40mg (K7 UXIZKTHRA)
NIEFNAFLY Y A RFV I)EE40mg (K THRA) BEREO

BERROF VALY > DM EEHER
(ng/mL)
1400

1200 —a—$E40mg K THRA) (n=51)
—e—OD#$#40mg (K THRA) (n=50)
—6-0D#$#40mg (K7L THRA) (n=51)

1000 r

1fin.
BEERIEL, BIEREALEYHORSSOMEY %A W g | ey
MEBETS &, o
11.2 ZDRIDEIHER o0
1 ~ 5% 1% SHPEANEA
B BUE b Z O 100 ]
i1 RIMIREGRA . | B MERBEE., | &I
ANEZUCVEA . (/MRS 200
AT 7Y NEAD
R DV, U5 HA, (R, HER. e ps o i e
55O R FRA P (hr)
HILE HR{E T B - TR
8. ORE. FLAFILE Y A RFV ILODEE40mg (K7 LIZK THRA)
B EF. IEA VALY Y A RFY 3 )L4840mg K CHRA) BLERE
A BEBOT IV ALY > DIEYBREIST A — %
EER DEME. B, i g Cmax | Tmax [t AUCas
ET. R ” (ng/mL) | (hr) (hr) | (ng - hr/mL)
R ALT I3, ALP L57 ODSEA0ME | o) 7643319 5+0.87.5+1.2|6,770+ 2,180
AST F5. (k7% U CHRH)
-GTP LA OD#£40mg
ZDEJ:;:% Ok-CHRF) | 50 |904%256/2.6+0.9|7.5%1.2/6570+1,810
WRE  |[BUNLEF m&7 L7y |[$R SEA0ME | o) \gg3493402.1+0.8(7.441.0/7,170+2,090
Foy L K CHR)
ﬁ{%EIK%'I@\ mean=+SD
PRUCTE R 1 TR RA B 241 A L ALY > A RFY I)5mg.
ZDfth CKEH. LHEBRR. |FE, BER 10mg. 20mgl U'40mg% ZEERF B R %5 Lz & &,
CRP_EH. I ik (FHER. SRR FIVAFILE > OMFEFEEFHEP,IC EF L, #51.7~
N ZUEYR ER. ) HE R, 2. 2B ICEREISE Lz, CmaxKkUAUCIKERSEIZHEWN
MmyEAY I L ER AR, B ML 729,
LR wy, LU, TNAFNE Y R EFY DLREEORGHOF LA TS >0
PRIRHE, BE EMBE S5 A — %

14. BRALDZFE
14.1 ERIFAREFDEFE
AHE X MRV I VIEBIESMAIIEHEARAY Y P AV
BRIESAIE E —B b LERZEEMF T ICTRELZ5A.
X MARNLI VIEBESMAINIIAERY v P X VIVEE
BIHISEAERT D ENHHDT. —BLITBT B &,
14.2 ZRIZHROER
14.2.1 PTPEZEOEAIIPTPY — 2SO LTHRAT %
£H15EgTH L, PTPY— hOBEKICED, L
FAMSEERBEATRAL, BICREALZ2BILT
WERAREOEELAIELZHHET S DD 5,
14.2.2 FENIED LICOETREZBESE 2 ERET 5720,
K7z UCIRFETARETH B, £/-. KTRAT S ED
TZ %,
14.2.3 AHNZE-ZETORETIE., K LTIRASERZVWI &,

—_3—

— Cmax Tmax ti2 AUC
il (ng/mL) (hr) (hr) (ng - hr/mL)
Smg 6 152+31 | 1.8+%04 | 87x1.2 | 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 REHRS
AEESMEERZICALATILY Y X FFV I
10mg (2041) % 0U20mg (1941) =2 14HR. 40mg(1041) %
THRRERO®BRELE-EZA, BEHOA LAY LY »
DFEYIBIREZZIPSNT X —F 11X, ROEBVTH - 1=



AUC
(ng - hr/mL)

ti2

(hr)

Tmax
(hr)

Cmax

RoE (ng/mL)

%

10mg™!| 20 | 294.3+£78.7 [2.2+0.86.5+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) 14HME#S. E2) 7HRE#S. mean+SD

BEZBRABHE27HICA VAT LYY XA RFYV I
10mg. 20mgkk v*40mg% 1 H1[EI7HERER %5 L7z
LEDMBERANATVY VBEEZGFI L2 A, YLD
ICEFIRREEIGEL., BBRBEIIFEAETED SN ED» 725,
16.2 DRI
16.2.1 BB
BEZBRABEI2ZAICA LA LYY XA RFYIL
20mg % ZEERE . KRR BIEE303 % H 2 WIXEEH &
EEBOPRICHEEROKE LI &, TRENOF LAY
7 DCmaxKUPAUCICIZIFEA EEII L, BHOEE
O oNZh o720,
1622 NAFT7RA4SEUFT 4
BEZBRABE2AHICF VAT LY Y XA RFV I
20mg % 2R B AR 145 5 3 A L X H )L ¥ > 16.2mg%
BIRPICHEERS L, #NNA 3 T7RXA S8 T4 23K
HER, 25.6%CH-7- (HEATF—%),
16.3 91
16.3.1 IEEBEEE (RIVERE)
FNRAFIEY OMBEABERIZIO%EELS . FEICT IV
TIVDOINT 7Y P A MKEET S (in vitro) A, T
T ) EOHARBTTIILT 7 ) L OEYBEEICHE N
77 MKERERICHEL2RIFS > WBEAT—%),
16.4 {35
FIURAFILEY > X RFYINIE BOBSH. FIT/ME LR,
T MEEICBWT T AT 5 —BIC KBRS EEZ T
EERBMOF LA ILY VICRHEEN B, MEEPICIE
FIVRAYIEY > DHDPFRD SN FDOMMDIREINITEE L\,
v MFIZuy—4%2FH0, F b7 u—LAP4500 FHETREE
(1A1&2. 2A6. 2C19. 2C8&9. 2D6. 2E1. 3A4) OiE
IZOWT, FNAFILY VICKBHERZBE LI-EZ B,
ERAEBCHESN A MBEREETEIVWIT O TED
WBEAEBEELRZD» S, £z, b MEEFMRICT, AL
XYY ARFVUINICLAEF N7 u—LP4500FEE I
RO 5N H -7z (in vitro).
16.5 #Ett
BEEZRANBEOFNICHAC-FILATF LY Y XFFVIL
20mgZHEROHKG L 25, BE5 LIZBRREED
12.6% (240W R & T) RIS, 77.2% (31205812 £ T)
AEPICHEtE N GHEAT—%) 0
R RABE24FNICF L ATV Y > A RFY I)5mg.
10mg. 20mgkk0'40mgz R HEREOREG Lz L&, &5
ASEFRIE TICERAPICH L ALY V31 1.6~ 14.6%HEH S 7=,
16.6 FEDEREHIT2EE
16.6.1 BrEEEEEE
fRFR 2 R A B EMI & . B AR E B H 26/ % EREEHIIC
8~ O3B IF 5340 L. AR LY >~
ARFY INVI0mgz I HIE7HBREROREG L&
OTHHOEFEREICB I S15EHA L ALY > DAUC
OBMAEHMEIE. BREEEE LB LT. BE, v%E
ROHESHERERETZNZNLOM. 1.805, 2.8(%T
HoVHNEAT—%). [9.2.1 ]
16.6.2 FHikaEEEEE
BERCPEEFBREBEERF1261ICEILAT LY ¥
X RFY IV 10mg# ERERBEERORS Ui & & FF%EE
EHE & B L CifEh AL X508 > DAUCOH AP
HixZhZnl. 1, 1.7 Th-> D HEAT—%),
[9.3 2]
s
BELZEHZ (65U L)6FlIcA LAY ILY Y X RF
YV I)V10mgE BERRORS U, @BEZIEESRE & 4L X
PNy OAUCOEMEELZ B LIz E 2 A, 1FEAL
EBIIED NG o728,
F7o. BEREIIEERE (75U E)176IcA VAT LY >~
ARFYINI0mgEIHIEI4HERERZORS Lz
2%, JEEEEE ICHE LAUCO A FEEMED . ME5EiE %
RUTEH, BEBEZEFIEAERDSNE» 22T (AEA
F—4%),

16.6.3

17. BRPRRLAE
17.1 BERUREMICET 2558

17.1.1 EBANERRER
AEMEMTFEREZWNRELAZANLATILY Y A RF
VIO ZEEM BB E & TERRBE TOMHEARRE]
% &Ll R (RREGIEC/ FHEF1520) 1379.8% (364/4564) |
[HITEARE] 2 & F 2 WIEERIZR4.7% (364/4306) TH - 72
BB, 0D BEE - MEEO ARG IMEERE 25 RE
Lz —EEREERBRIC K-> T AFOFERESHER SN,
EEMREIANLATILY Y X FFY INHEELERT
FKBE L. 2BEDANICERBELZ R LI, 4~8BEBT
BRIGET S EPHEREN,
R @ IR ME (-20mmHg B _E) K OEREA I (-10mmHgBl b) %37
FIEBE . PHIME(-13mmHghl k) #7784, 550 FREE
W% TH > TH150/90mmHg il (272 L, AKREETE
140/85mmHgA) IS K E L 7= 354
SORRBEETR © YUREEIIE (-10mmHgll k) & OE3E# I E (-SmmHgl ) %
W THE. 56V IEFHME (-7mmHgbl k) 27354
B M ER
BRREREE S BIMPERE Z2WRE LAV AT LY~
A RFYINOEKRBETOMHERRE]Z2ECKRERIZ
68.0% (17/2541) THIEARRE]ZEF 5 WEERIX77.3%
(17/2260) TH > 7z,
RIVEFHFBISEE L. BAVEREIRA10.0% (3/30f1) . & RIEH:
EEREHN20.7%(6/2906]) TH D . D 5Nz HhEER
OBIERIZ. BHE(R) . KIMEROA%3.3%(1/304)
TH-oTo
B MAEER
HREGMEERZEZNRELEZALATILY Y X RFY
SIVOBKRBECOIHEANRE] 2 ECRERIZ86.2%
(25/291) . THIEARRE] % & F 2 WEERIL92.6%(25/27
Bl)TH -7z
FHIVEFRRBESE L. BEERH6.9%(2/2961) . HERMER
EEEHN21.4%(6/286F]) TH V. B 5Nz HEIER
ORIWERIX. RKROHIEL%3.4% (1/294]) TH - 7,
AERARE R (REAIRS)
BE - PEEAREBMEERE Z0RIC, 125 ARV
AFILY Y ARFYINEZEMEELER, BELL
BEEZIRPE O Nz, [YIEAHE]ZETHRERIZR0.7%
(134/166%1). THIEARRE]ZEE 2 VEERIZ3.1%
(134/144%1) TH o7z
AE DERR (REIRS)
BAE - PEREARESMEERE 2 0RIC, 125 ARV
APy ARFYINEALYTLERFG LIZ
B AT A RRAIREER % HR%REG LIER. TELE
FEFERI R AR S Nz BV AREHFIGEE TOIE
AHE] 2 & TIEERIZ85.0% (17/2061) . [HIERGE|ZE&E 4
WREERIZ100.0% (17/1761) TH > 7z FIREIHF R
TOHERE] 2 & THRERIZT2.7%(16/2201) . [HER
HElZ&F R WIEERIZ100.0%(16/1661) TH - /-
BUWEFSIRBEE L. ALY LAEHAGEER CHME
FERAT4.5% (1/2241) « S IRIEEERTE 754.5% (1/2241)
FIPRAOF R ERE T B ERER A337.0% (10/2761) R
REMEREA25.9%(7/276]) TH - 7. E7a BMEERD
BUWERIZ. HIV > AERAIGERBER TS < 544.5%
(1/722%1) . FRAIPEABEBETHD E114.8%(4/2761) T
Holze
B I B55R (MEBWZEED)
BE - PEEARRBME S ERE 2 RIS, ANV AT LY v
X RFYVINZIAMZES L. BETH NOEREICLS
4RMIMEHRNEB 2 L72HER. AL AT LY
X RFYVINRIHIEESICEWT, ME#EEBO T T 71
WICHEZRITT &L, EREMIMEZBEIERS
% &L 24BMERE LI-EEERA 2T 2 E D HER S
nizz.

17.1.2

17.1.3

17.1.4

17.1.5

17.1.6

18. FHNRE
18.1 {EAtER

FURAFILEY Y XARFVINETORSYy T THD. EE
NTIEERE TH A AN AT LY VIZEBEN, TV IF
FryYyI(AT) A F1(AT) ZEREIGEIRMICERLT
AT DOEEZHEANICHEL. AERTHHAT OEHEEH
ZHHIT %o



18.2 P IA4 Ty I SBAENIER

FNAFNLVEY Y OATIZEEEIIER%Z e NAT I ZRBEA
DIBLANEEHETHRI LizE 25, 50%HEERE (ICsfE)
31.3nMTH 272 (in vitro)e Fzy FINXYILEY VIETHF
FROELEY POBHEMBEICBWT, ATICX2IUERIEZ
WHIL. ZoMHEER IEMBRER ORI TH 72 TV b
FOA XNCBVWT, FIAFILY Y A RFY I, O
BEIZEDATIC K2 FAERIES 2RI HIH L7222,

18.3 [RE(EA

18.3.1 ANAHILY Y XA RFYINFROKEICED, BES
MES Y b SMFEERFEET v b, EEIMES Y bOJE
ICERWEEMER 2R U725, DIRICEE 252 k- 729,

1832 FANAFLY Y ARFVINZEIMEERFEET Y MIC
ORI EROKRS T AL, ME2ECAZERLSEEL
TBEERZRL. KEHEOHERLEBEO SNED 5/,
F7o. 4HBREROBES%Z. KELTHINT Y NIEFE
HonkEhr o7z,

1833 AN AV LY v EEMEEREIES v bl #%W&%?é
EBRMMEREAED L. BEEROBDIRD SN
7oo MEIZTRE LA, DIEEICEbIZE L, mmmﬁu
WKL, 16> T AAOREEERIZESINE OILRICE
DL BARMMEEROBDICLBbDEEZ SN,

1834 FNAYLEY Y ARFVYINZEIMEEHREET v M
20 EROKRSE T 5 & mﬁwﬁ LEHICRPEH
PR O TV T 2 VHRBORD RO s, BiEORE
FIROWEDLRED 5N,

1835 ANAYNLY Y ARFYINEZEMEERREET v M
SHEMREROKSTHE, MEDOTHEEEDBIZDEED
ETRECDFHFRMEROBDIED S, DIERZIHT 5
ZEDRERSI NI,

19. B3RS ICRE T SIBERHIFR

—fRR AR FLY Y XRFVIL
(Olmesartan Medoxomil)

{24 : (5-Methyl-2-0x0-1,3-dioxol-4-yl)methyl
4-(2-hydroxypropan-2-yl)-2-propyl-1-{[2'-(1 H-
tetrazol-5-yl)biphenyl-4-ylimethyl}-1 H-imidazole-
5-carboxylate

PFI + CaoH30N6Os

PFE : 558.59

% R HE~MEREOKEEOHRTH S,

T M= MULRIETY )= (99.5) 1B <,
KIIFEA LB T 20,

H:C_ OH
H,C

o
a
=

O
o

PECHREL : log Pow=1.0(pH7)
Pow=(F27% ) —=NVHDA LAY ILY Y X RFY
IVBE/KEOF VALY > A RFY I JLEE)

20. BRWLW EDEFE
TLI¥O—RIZTITZAF v 7R FLVEERIERZ BT TR
H#IBHI &,

22. 3
(F)VAF v I0DEE5Mg)
(PTP : #z2f8HIAD) 1008 (10%E X 10)
(FIW AT v IODEE10mg)
(PTP : #24&&FIA D) 100%¢(108Ex10) 1408 (14%Ex10)
500%E (108 x50) 7008 (148& x 50)
(L X7 wI0DFE20mg)
(PTP : #2/EAA D) 100%E(108Ex10) 1408 (148 % 10)
5008 (108E % 50) 7008 (148E % 50)
(FSAF VRN NS EBIBAIAD) 5008
(F)U*F v I0D§E40mg)
(PTP : #2/8HIA D) 1008 (10%E % 10)
5004 (10%E x 50)

140%E (148E < 10)
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26. RISIRTTHRES
26.1 BHEARFETT
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