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2. 22 (ROEEICFIEEULREWNTE)

2.1 RAIOB 3 VIRBUEDBEERE D & 5 BE

2.2 FEIEEIR LT WA REEDH 5 [9.55
]

23 BH OSSO TEVWEAE N IEEZFRED
HBHHEE [9.3.15H]

24 TURF LY 7 VBIE2BE5HOBERRES
(7z72L. toBFEEREZTo-THRBIMEDT
VRO AELLABROEE2RL)

[10.12H]
3. #8nK - K
3.1 #88%
B TFTIUVIVLY U TIVIVILY VEE|TLIVILY VEE
7FH 120mg YD 40mg [YD] 80mg [YD]
| 18ERL TV IV 18ER, TOU IV LR, TL IS
AR % > 20mg % >40mg % >80mg

D-w> = b=, A7), KEE{ENa, KV VIILRX—h

Al 80, EFuFyFu¥itiu—2A, A77Y VEMg

3.2 ERIOMEK

Wi FUVIVLTUE|TILIVILY VE|TILI VLY U
20mg [YD] 40mg [YD] 80mg [YD]
Folk - A1 HE~MEEOEHE~MACOE|HE~MEERDE
Al A FEHI A FEA|
®
‘ \80/
7 @5 ﬁ%
/ 80
— — =
[ERES f6emm 8mm #10mm
E& #92.5mm #92.8mm #4.4mm
HE 85mg 170mg 340mg

4. SHREX F3h5R
M EE

6. AiERUHE
BEHE. RARETLVIYILY > &L T40mg# L H1ERED
8595, 7272L. 1H20mg» 55 %2k LEIRIEE
T 5
mB. Fig - ERICK VEEERT 2, IHEARSE
$80mgETLT %,

7. BERUAZICEET 3R
HEEODH 2 EBFHICRET 556, RAREGREIX1IHLM
40mge 9 3. [9.3.2%H]

8. EEREXRNER

8.1 BEMEAICE S KM, ®FEWV., 5L56DZFFbo5bhb
ZERDHBDOT, BFfEE. BHEOEESERZMES
K2 RET 2BICIRERSES &,

8.2 FMTHI2ABREIIBE LW ENEE LWL, TUIAT
VYV ZRBEEERARSHFOBRE L. R CFEHH
WKL=y-7 o970y U ROMEWERIC X 2 EE %M
EET 24 IRk H 5.

83 KElx &t T v IVAT ¥y I ZAMEREREG HICH
REOEELZFBEENHS DN LDOHRENDH S DT,
FHERELZERT A 4L, BEZTQICIT>T &,
[11.1.55H]

9. BEDEREZFIIEEICHTIIEE

9.1 GHIE - BEEEDHDEE

9.1.1 MAILEEHIREBDH 3 EERITFETEHIRXED
H3EHE
WELPOEBLEZVWEHN SN2 B2k E. HHIK
BB L, BIREORDPRERESEEDKTIC
FDBHICEREZE(LSEEIBENNH 5.

9.1.2 §HAVU Y LMEDEE
WELLEEZVWEH SN GELZRE. HHIX
WIFHZE, BHYVLMEEEISELBZFZNDEDH
5o
F/o, BRERBE, OV PO LVARORERESICEX
DIMFEH ) T LEPEL BT VWEE T, MEH
U LMEICERT S &,

9.1.3 RMEEEDH S EE
BEOKRESKINFEAZZ5ZRI L. REZELS
BEBENDNH 5,

9.1.4 BERFEEEPDEE
BERAE» oS5 ZFMBL. HETHHEHIHRLITTD
Zé, REnMERTZECTBENASH S, [11.1.4
ZH]

9.2 BiksEEEE

9.2.1 EEREEE (IEFJ L7 FZVE3.0mg/dLEL EDIS
B) NHIEEH
BHEZE(LLSER2BENDDH S,

9.2.2 MFBRPDES
BHE,»SRE2HB L. HEITIHBEIIHRLIIT
Cl, BBLTMEKT2EIITBZIANH S
[11.1.4, 13.2&H8]

9.3 FrieEEEEE

9.3.1 [0S BN IBHO TEVNEENIEELHEZEDSH S
B
BELZ\WZ E, [2.3. 9.3.220R]

9.3.2 FFikrEEEEE
AENIFICHETHICHRt SN 2720, TLIVILY >V
DIVTITVAPBERT B EDNH S, £ HLEIC
BLWITHBEERE TAFOMFEEIN3~4.5E LA
THIEPRESNTWVWS, [7.. 9.3.1. 16.6.2&H]
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9.4 LIEREZERT B E
9.4.1 HIRY BUIHEMDH LM

FIRLTWAZ EPEBSNT T U IFTF Y Vv BH#
BEHEAIET v IF 7 v v I ZAGRETH %8
HU. BR - FER~NOKE (BLe, HE - M- B
DEBALE. HEE) PR SNLFIPBRESNATY
502,

KR OHEGIZENSL, REEOFRELEZER L TAA
BEOXNENEE2EEICHETT L. HELOAREI R
HEERZEHBHSINEBEICOARETSHE, &
7oy BEPDELZBEICRROTERHEICEET S
&, [9.52]

(1) AERSFHBENICHFRL TVLW AR WS E 2RI &,
KEBEHRS, HRLTWEWT &2 EHNICHER
5L, BERICEESHBALZBEICIE. B
Expiksaz e,

(2) ROFBHEIZODWT., AR SHIERICEZICHAT S
&, Ty BEHRLMRBEIDCHHAT A &,
cEIRAPICARI ZER LZEA. B - iERICHE
ZRIFTVRAIFHBH L,

EIRASHIBE L 7= RIZEEb N B IEAE. HP A ITHEY
BICH#ET A &,

< FIRZEE T A5 HMEICHEKT S L,

9.5 1147

IR SUIIEYR LT W A TREE D & 2 I3 G Lk »
Z&o BREHRICHRPHBHLZBEICE, BES5ICRE%
HikgdBH I &,
BIRPHARORBICARA 2 ELT O OAT VY IRE
BERAIXET VT vy VEBRBRESEA 2R E S
N BETFEKBME. R - FiEROET, ko
RIME. BA2. &HY Y LIME. BHEOERAZKXD
FAKBDREIC & B RIS N2 UK O, HEHEO
AE. MORBEALEFHODNILEDREDH S
(2.2, 9.4.1H]

9.6 ZAIR

RALRWI ENEE LWL, HWER (Fv ) AT
HABITT A EPHRESNT VD, o BYER
(Z v - HERT HAERORER B OKAEICEJ
%#E%) ©15mg/kg/HY Lo EH THAERD4HER
ROMET. 50mg/kg/HREGH CHAERDEEERV S
BIEDBIENHRE SN TV D,

9.7 INRE

INREFEZRNRE U BRHBIIER L ThaL,

HinE
—MRICBEORERIFE LI AVESN TS, fHifFE%E
EPRDBENND B,

10. 18E{EA

AN, & UTUGTESRE (UDP-ZLvrua) VLo
VA7 1x5—F) KA rurgiagic ko TRE
b, [16.420R]

10.1 HAER HALBVLI L)

L2 F BRI - FEETT W - a1

10.2 HAER (HRAICEETZI L)

JANVAFT IR
&
[11.1.45H8]

T, KEHErOoBE
ZRBL. WET S
BARBRLICITS
&,

HHIZ% ERAER - B W - fElERE T
TIFT My I BE | #BFEARH
PBERLZEOHE
N5V,
F) T LAREERR | MESY T LBES | A1) T AEEERY
Al LRI LZBZNDNH |HERIT D2BENDDH
2¥a/)s7by | %, %o
FUT LT LS fE bR T ¢RI
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U F 7 LB TYIAT U VE | HEREFERET
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TEZEITIEN | LM FTOFHEEZR
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BAL, BREOD
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TARY TSV
AREEERICED,
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R FE 35 o % 2R %2 155
SHDILENVHES
nTtwnd,

MELREHZRT
BTURY TS5 Y
COERDPHEES N
270, BEEODIM
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TUVIFT VI UE
BEERIREA]

SEEEEZECE
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L MRE T OME I %
BIIBEZILND
%%,

VY- TUIFT Y
¥ REERER
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%o

TURAFL YT
[i2ed

EHEREE. a4V
7 A IMGE B OME If B
ERITBENDH
%, 2B, eGFRA
60mL/min/1.73m?
KO BERERED
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FLYITIEEIE L
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11. BIfEF

FUYAFLYITINL
[izerc)

FIV A

O PRA B & i
A3 256E. 272
L. ftho B ERE
iToCbzbm
Enar ra—)
PELLARDRE
BHxERL)
[2.4%H]

IEBFEMEM R, B
WHERE, BmhV Y
I IfURE B OME I D
YA BEMPHRE S
nctns,

VoV Ty IFT Y
O Y REEREME
SN2 AR B
%o

WROBWERBH5bNEHZENHBHDT, BELZ+HIIC
T, BEEFZDONTHB/ICEBREEZRILT 208
PRWEZITH L,
11.1 EXIGEIER
*11.1.1 MEMZE (0.1%K5H)
BE. DS, WH5H - #5E, S 0BELZERE T 510
BEWFES D S5 b, EIRFESIC XD FRIGE % 5k
L7-ERbRESh TS, £/, R, BR. B
. THRZEZESBENERZESNG DDA LN
%5
11.1.28HVUYLIME BEEARR)
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aEEELZE LS RESN TV S,
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1M.1.423vT BREAH). K. SHEER (0.1%)

WEL TEE, BEHKRENHSbNBEICE, BES
ICHEY S LEZITS 2 & [9.1.4, 9.2.2, 10.2%
i1

11.1.5 FrgaeEs. &8 (SHEAH)
AST. ALT. y-GTPLRFDIKERErH5DN
2TENBB. [8.35H]

11.1.6 {EM¥E REAH)
AR, . Wi FOBX. BHOET. B

g,

BREEEVLSbNHAICEBREGEZRIEL,

U LMEZTS 2 & BRRBETOBRETHSD
NI,
MA77FT453Fy— (BEEARH)
PRGNS, mMEET. REFEEMERELTHED
NBEZENDH 5,

11.1.8 FAEMRR (SHEAH)

FEEN, WEMR. PRORIREE. MOEXHMREEE 24D MEE
MRBHEDONDEZEFBHBDT, ZDOLDLHAEI
FREzHIEL, BIBREFRLVE VAIOBRSEDMEY]
BREZITI L,
11.1.9 HEIEARIERAE (SHEAER)

AR B,

CKLEH., mHRUORPIA IO

YV ERERHE T AEBEGRMBES D SDbhSZ &N
HBEDT, TOXI>BBHICTIEES ICHREEFIEL.

WY R MBZITH T &,
11.2 ZDthDEI{ER
0.5~ 5%k 0.5% i SHEEAEH
BliE: ¢ JEEE, HIZ FIBE. CARRE
RS OFE V., B, | AR NN B Re2 /N
RS, BHDITA &
20 &
ki3 B ki FEEER B I
MR NE
JaverEd.
ZIf
TR 2R ETH. DB | 550 E, BE | KIE. By
S HEHAMGE. O | EIME. IR
ElE. L=
SRR
HIbEs M. TR, B | BACRIR. Tk | Bi. e
R AR, BE. O
B, OR%
i AST. ALT.
Al-P. LDHE
FEO AR
w
IR 2% % VR B0, MESE
%
5 mErLvrF=
D N 127
Bl b5
BAEH PSS, TR
. THEE.
W, .
[0
BfRE mEAHY 74 E [:5a RPN i}
2 iE
Z DA HIg, BRIk, [1ZE. BAOR HAEEE. 2
CRPIME. CK|HE. $R. & | 7F. WE. kX
7 fER, BOF 7 | BRBG 1> 7
FHE B |V PR
R REERGE,
JB5 BE 26 . BRI
fE. LU B
HRYE

13. BEKRS

13.1 R

FAIOBERA (640mg) 12k EILERK CHIRY

©)

HobNi-DMENH 5.

13.208
AFNZMERB S e e £z, AFNIMBENRICE -
ThEshizV, [9.2.28H]

14. BRALDEFR

14.1 EFIZMEOER

14.1.1 PTPEEOHEANIPTPY — + 2SO L TIRAAT %
FOEEIT B &,

PTPY — FDRARRIC K U\ W HLA T A BRI AR
AU, BIZREAZB I LTHRAREOHEE L &6
TEEZHRET B ENDH S,

1412 RE % BRICRAL TV S EHICIE. BHERICKRA
T2EOEREEXS L. FAOEMHRIIRED
HEEZT, EERRE LA R. BBRRELDD
MPREFE ZH I EFREENTED. BIIERY
HET BN DH B, [16.258H]

16. EYE)E

16.1 MiEE

16.1.1 BEZS
AREEMBINEEERHICT IV IHIILY >20mg. 40mg.
80mg (A7 LA %&KRICHEROKRS (20mg
B 3101 (BH22. ZH9). 40mghE : 2941 (B
22, 7). 80mght : 3061 (HBHE1S, #&H12)) L
TEZDOEMFENFIA—FIILLTDOEBY TH -

725
Egg Cmax Tmax AUCO-24 tl/2
= (ng/mL) (hr) (ng + hr/mL) (hr)
(ﬁggf) 33.84+17.37 | 6.9%6.2 | 424.65+232.25|24.0£11.0
(ﬁigg) 785243272 | 4.6=1.7 |807.41 £334.76| 20.3%12.1
(ﬁi“;g) 365.81+253.08| 3.6+ 1.2 |2304.54+1522.85(20.9+10.6

(PgfE + R RE)

¥, BREAKRUHEAORBRERARTEEICBL
T\ 40mghl b (B 7 LA LLIZER) o5
THRRU EOBED LAPH SN, Cnax TEOIEM
WBHEETHLIEPHRSIN TS, ZOHFEL
T /MNEEET O A RED BRI K O A D 534 O Bl
DEENIEZHNBD8),

16.1.2 RiE#S
REEWEIMEEREICT L IYIL % »40mg. 80mg
(A7 LAE) Z1HIE4HBBERICRERORS
(40mgB¥ : 1061 (BH6. Zt4). 80mght : 104l
(BHE7, 4H3)) Lize &, EHRETHSH14HE
2B 2 MEEPRELRRE L, BE582~4H TR
KizRL. DIBHRLIETR L.

F72. AUCo 24Dl SEH L - BERIE, 40mghk
U80mg 5 TENZEN1.91+£0.53K%T1.61+0.62
(P9 +1ZHERE) Th Tz,

JU o B Cmax Tmax AUC(),24
R/ | #5H (ng/mL) (hr) (ng + hr/mL)
40mg | 1HH | 85.78+45.25 | 4.0+1.6 | 1030.16+598.93
(n=10) | 14HH | 166.51+88.49 | 3.4+1.0 |1930.61+£1155.91
80mg | 1HH [259.50+137.14| 2.9+1.2 | 2288.28+956.39
(n=10) | 14HHE |436.62+219.36| 2.3£0.9 |3203.57+£1710.92
(P + R R )

14H E@Cmax&lﬂAUCO—Zél%%ﬁ‘anm:%U 7z E’l%\
HEHEOBEICHT S5 LHEOHIT40mg 5K T
1.18%1*0.97, 80mgH 5K T1.77XU1.69TH V|
BHXY L EHETEVWERNED 5N,

1613 RE2L—Y a3y T 7—YAFRT 1 J ABIF
HRAROHNBANOHET -5 THAHR2L— 3
VI 7 —=AFIT 4 T ABTORERPS. 7T
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AL D BERTI%E L . REDBEN B L
DHENZ EATRBES N0,

16.1.4 {ElAZ=

16.1.

HANKCHE A DR FERIC B T 5 W E RS % MRE
L7z R. Conax RUCAUCIZEMEZENZD 5 1.
80mgll LOBRERICEVWTZOHEENEETDH -
7-5).6).9)
5 £YFHIEEIEHER
(FIW=Y LT V§E80mg [YD])
TNIVLY U 5E80mg [YD] &I AT « At
80mg#z / u AL —N—Eick D ZhENnlEE (T3
YU e LT80mg). BERBABTF24% 1A HD
BOKEG LT, MEHREMFREEZRE L. F5
N7-ENHE/)N T X —% (AUC, Cmax) 1220V T90%
ERXEIEIC TREHET 217 > /R, log (0.80) ~
log (1.25) O&EEHNTH V. WHIOEMENFREEA
HERsh iz,

HIEINT A= BENT A%
AUCO-72 Cmax Tmax t12
(ng - hr/mL) (ng/mL) (hr) (hr)
FIIYILY VB
80mg [yD] | 1352130258/ 1148.2£731.3| 1.0£05 |21.29.9
AT AR 4487.7+£2811.911063.2+526.0|0.9+0.7 |21.0£6.0
80mg
(Pl 1R 2, n=24)
(ng/mL)
1600 +
1400 ——F )L 3P ¥ VEE80mg[ YD
% 1200 & 3/LF 4 25E80mg
1000
i P18 + MRS, n=24
® 800! ( = )
E 600
400 ¢
200 |

bie o [ o
12 24 48 72

HE KR (hr)

[o] P ‘
01234 6

MEEPREEN ICAUC, CnaxFD/87 X =13, #HERE OBIR. RO
BR[Ol - RS O RBRSRMFIC K > TR BRSNS D 5.

16.2

16.3

16.4

16.5

IR

RRERA B T2060Ic. T IV % »40mg (h 7N
) ZHEREORE Lz E &, ZERESICHNEBE
B CTmax/BHE (Z2HEHE : 1.8+ 0.9/, &% :5.3%
1.48R) U, Cnax?57%. AUCH32%E TR L 7z12),
[14.1.22]

bakisl

Jv MRUOe hoMBEABEERIZ. in vitro B Tin
vivo £ H1299%LL ETH - 7-13),

|
BERABFSHNCIAC-F L I YL ¥ »40mg % B IRM
BEL-E &, MEEFRBETEED84% L EARE LK
THO. BOB IV ru vBEEETH -1 (SLE
ANTF—%), [10.88]

Bt

BERABFICT L IH LY 220, 40, 80mgH ZEfE
RRCHEREORSG (F#6fl) L&, REMAEIZIE
EAERFBICHHENT, HE5%240 M TOFHR
BRPPHERIE, WThOBRERIZBWTH0.02%LT
TH-7z19,

R AR TFSHI4C-5 L I 9 )L ¥ »40mg % 22 HERS
ICHEREORS Lz & &, 5% 144050 % TORETEE
DRP R ORI RIZZ N Zh80.5% % 0102%
THY. BNESNIZT I IVILY »ORESHPHEIT 2
LCHEFRICHRt sz,

16.6 HENERZHITDEE
16.6.1 BikEtREEE

BHEEREL S BOEEEEL20IC, TILIYTLY
v40mg (B 7ENH) 21HIE7HEKEROZS
L& &, BEReEhSEETE (66 (B4, i
2), MiE” L7 F=>ff1.5~2.9mg/dL) & EE(E
TEE (6 (B4, &H2). WEZ L7 F={E3.0
~4.0mg/dL) & DORICENBRLERIIT X -y DE
RO eNEP Tz, Eiz. EEBSHEO S MEER
FHEHB LU TCnaxXTAUCICEETRD 6N >
7z10),

16.6.2 FTEERRSERE

JrREBEERE126] (Child-Pugh/JEA (885E) : 8
Bl. B (FHEZERE) : 461) ITF L IHILE 2 20mg kY
120mg®) 2 ROKEG Lz & &, BERAICHEL
Cmaxl34 58 X U3 ERE <« AUCIR2.56 R U2. 7155
o721 (HEAT—%). [9.3.25H]

F) FREEOHZEBEHIIRET 285808 AKRE5EIZ1HIA0METH
%,

16.8 ZDith

(FILEYILI VEE20mg [YDD)

FIIHILY U8E20mg [YD] 13 [SEV R4 5RO K
BE OAEMFHESERBE T A RS54 > (BR244E2H29
H EAEBEEFK0229%105)] ICEIE, TLIVLY Y
$E80mg [YD] ZiZHEsifl s Lz & &, IWHEHICE IS
EYENICRIE E A S8,

(FIWE=YILY VEE40mg [YD])
TIVIHILY UEE40mg [YD] & [EEFRAL2BO6E
BE OEMZORSERBEN A K510 > (BR244E2H29
H EEFEHK0229%108)] IKEIE, LIV LYY
$880mg [YD] ZiZHesifl s Lz & &, IFHEHICEOZ
EENICRIFE E RS9,

17. BRERAE
17.1 BHERURLMICET ZH%
17.1.1 EAEGREER

FILIPILY U HTENICONT, EIEREEE %%t
RELUTER LSRR _EEREEBRBROBR. 7
VYT OFRENTRD 57220,

F/-. FAIV LY UATRLICOVT, “EEHEH
BREBE2ESCENTER L ZERRBICBLT. 18
HEDORRE - 7244901k, KBS Nz - A&
OHEHEMNIZB T S HEKRABRE (4194]) ZDTo&
B TH-o72D,

Py B (TREOHIE)
PHERRE] 2&0 | THEREE] 2E<
AR I FEE 76.8%(284/370) 82.1%(284/346)
BREE 2 S S ERE 65.0%(13/20) 65.0%(13/20)
ERE I 79.3%(23/29) 85.2%(23/27)
At 76.4%(320/419) 81.4%(320/393)

18. FMFE
18.1 {EAKRF

TUIPLY VEEICMEREHOT > T U1
(A-T1) #1471 (AT1) ZHEEIZBWT, £HENATE
MBETHAHA-T ERENICER L. oIS NEER
EWHIT S LICKDBEERZRET 5, 7L IV
7 > OAT1ZAEFRBEEEL (Ki=3.7nM). AT1%
BARI & B S REE L 722 1122).23),
FIIFLY 21310~ 1000nMOEEHERE T, A-TIC
KB T H FREIRIEAO MBENHERICHRZ . BE
RERICE S ICBE S &5 & HITHERIEZ40~50%
Wl 52223, FAEREREI200BICBVWTHER
R IMBENFEINH 2R L. (ERERERNTH 222, £/,
TSVF U REBEHETHHACE (F=F—FY1) I
U TIIEEEEL RIFTS 5112223,

[4314AJ005



18.2 BREEH

19.

TUIVLY VFENERSIES v bAD1mg/kgD
AHMEEGEREORSICE D A TS55mmHgDBEENE
HzRL, BIMEERFEET v bAD0.3, 1. 3mg/kg
DAHMEFREORGICED . ZhZThRAT23, 22,
38mmHgDEEERZRT Y, £/ bTFATV 2=y
75y bA®0.5. 1. 2mg/kgd 21 H MR O#K S
2k, ENFREAT33, 57, 72mmHg DR EERH
ZRTD), FEFNLICBVT, BEKRTHROINT Y
FR{EERED WL, BMERELES v bAOD
Img/kgD BEREO#KE L. 21KEM Eicbz D ER%
BEERZRT, L=y - 7Y IFT VY URETD
ESEF NI TLARZH=Z AP LTH0.3mg
/kgDREOFE P SERBIEEMFERZRL, 1mg/kgn
BOEIC XV BERRIE7RERS T 52020, 28,
IEFMESHYI T 2 BEEMERIZ55 12829, FIRAEK
AN LERFIEOHRICEID TV IVILEY > DR
FEAERIZ TR S 1 53030,

B ICET SEEFHRR

—fEBFR © TILI YL Y > (Telmisartan)

. ¥ % :4-{[4-Methyl-6-(1-methyl-1H -
benzimidazol-2-yl)-2-propyl-1H -
benzimidazol-1-yljmethyl}biphenyl-2-
carboxylic acid

5 F 2 CazHzoN4O02
5+ B :514.62
T R pea~BEAOEREOHRERTH S,
FERICBETF R T A =BT
< IHJ =) (99.5) I THEFIZL
<V KIZIFEAEB T W0,
{bEmEER
o CHa
N—
N O COH
H5C N/

CH,

20. Bk EDER

SEARITEL THRIL, BETA2ZEVHHDT. &
- 2RI TRET S &

22. aE
(FIL=YILYI V#E20mg [YD])
140%¢ [148¢ (PTP) x10. #RAIAV]
700%¢ [1488 (PTP) X50. HZEAIAD]
(FILEYILI V§E40mg [YD))
140%¢ [148¢ (PTP) x10. #RAIAD]
7008 [148E (PTP) X50. HEAAD]
(FILEYILY V§E80mg [YD])
100%¢ [10%¢ (PTP) x10. H#z#RAIA V]

23.

EEHR

fIEREA  fih - EPERAEE2:. 2017 ; 47 © 1353-1355
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