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2.2 W3R LT B T REE D & % 21 (9. 52 ]

2.3 T 0w hiEs CEWBEIIEE RIFEEDH 2 B H
[9.3.12M#]

2.4 7)AFL Y7 VIRIE G T ORRES (7272, b
DIFIEGEREZIT> THRBIMEDO T Y P I — VA L AR

DEF &k <) [10. 12 1]

3. #RK - MR

3.1 fHmK

W 5¢ % I AUFLAHEAP 3 A U4 $EBP
1§ 15EH
TNVIHIE Y 4A0mg [TV IHINVE L 80mg

BRI |7 AP EURUVERE |7 A0 Yy ROV
6.93mg(7 20V EYELI6.93mg(7 20 EXELT
T5mg) 5mg)
D-VY=hF—=Jb, AT VIV, RYUFTFTTFL >V
[(160] R A F>7u Ly [30] 7)) 3 — ), BEHIE

ﬁjmﬁum74@\bﬁ%u:v?yfy\tﬁm#vime

- VEva—2A, AFTYYBYIAY T A, bSO
AT —A, %27 0IT—)1V6000, BR{LF% >~ Z L7,
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# 1ﬁmf@®74wA:~}ﬁ
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[1E0 £ %8 .5mm #11mm
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4. FEEIIFHR
= I EAE

. FhEERUIRICEIET 5:FE

A BERMERTOBENEN D) . KA % SIMERREOSE—
BPEE L LT &,

5.2 JEHI & LT\ 7")1/3"1‘21/9 Y 40mgh V7 20 Y ¥ Vbmg®
BEHLTWAEE, drvidwynhr— 2R LInEa >~
]\D—)D#Z—ﬂ‘ *7:< Bl FVI VY /7 AaTE S
40mg/5mg~ DY) ) Bz AR5 2 &,

5.3 FHIE LT, 7V IHNVF L 80mghk V7 L H YK USmgk

BEH LT A E %éwiuTwwfﬂﬁ\%ﬁiﬂﬂ LIME =

/bm~w#7+ BAII, FVIY VY /T AR Y E s

80mg/5Smg~ DY ) *}%K ) i A R
FIVIH LY »80mg

TIPS L A0mg T A1 Y E Y 5mgD B

S FIVIHNY L /T7 A8 Y Y v 40mg/Smeft &b

(S04,
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7.

7.

RAERVAE

WAAEIHLIESE(F VI vy /7 a0V E Y ELT
40mg/5mg1(i80mg/5mg) ARG B o KNS M G
DI L L THV RV,

AZERUHEICEEEY 335

1 UTFOFVIH LY v ET720d sy RYNVEEEORE - B
AW E A, BEBICAHOBEREEET LI L,

(FIVIHNE)

R AIZE TV IV v b L T40mg % 1 H 1 O#5-3
%7272 L \1H20mg» b#5- % blth LMk &5 50 2 35, i
FEIRIC & D BRI 5725, 1HIRAIKG-51380mgE TL F 5,

(7 LAY ELNYIVERE)

© © ©

SIEREBRE T, #@E, RAZIE7280 808 L T2.5~
Smg# 1 H1EREOHG- 35, 2B, ERIZIE DT 5 725,
R AL lilEll[EIlOmgifi HTLZENTED,

2 WEEODH L BB IS THLA, TVIV VY /T a0

eV L“C40mg/5mg€’i’g’i’(i‘§5-‘7- Lawz &, [9.3.28H]

. BELEXRRER
A RFNE, FVI VS L 40mg X iE80mgs T A0 Y ¥ Y 5mgk

DOREFKITHY ., TIVIFILY rETaad Yy FORIWERD
BT DBENDDH L7200, WYNARFOMH ZHFT 52 &,

2 BIEEHICEDS KD TV, 5A620EPHobNb I DD D

DT, ST, ABEOEEREER T D iR RE T 2 5
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3 FAEI2AR I G L W EAEE L v, Ty U TF oY

IS AEEEIAI 5P O BH L, REELOFaihicLr = -
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WREMEDS D B o

A KROBSTHLTIVIFVY v e T o701

ZHRERETHI G T I REORE L FEEDSD 5 bz e D
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)z &, [11.1.528H]
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kR D BRI IR AR SRR L s DT, AFMHR G-I
fDBEEH 2 T 2 & &3, HEIEO IS’ ’“’Jﬁﬁ“é
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BENEREHITHBEICHTIER

A BHHE - MEEFOH 3 8F
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BE
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1.2 8H VU0 LMEDCESE
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2 BREERERE
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14.1 EFZAEOEE
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IIHET S L, PTPY — FOREEKIZE D, ST A E
R~ A L, T3 9L % B 2 L CHEFS IR 25 0 B 1S 2 410
EERRT LI ENDH D,

14.1.2 AH%EHRIZRH LW 2 EE I, BHAERICRHET
LENVEEXGRZDHI L, REOBSTHLTVIFILE 2D
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XD TFNVIH Ny CoIMFBRENEL LI LTS
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16.1 MepRE

16.1.1 BERE
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FIVIHLE TAOIE v B G FNVIFNE TAOTE Y
Hial$z G- 40mg/5mg | 80mg/5mg | 40mg/5mg | 80mg/5mg 5 T40mg+A5mg | T80mg+A5mg | T40mg+A5mg | T80mg+A5mg
B AH B A # B A Bl A H 1 | 12 12 12 12
Bk 30 126 30 29 g Crax(ng/mL) 62.3(56.1) 334(83.5) 2.89(22.6) | 3.29(27.1)
Crax(ng/mL) 87.0(77.3) | 471(88.1) |3.39(19.7) | 3.00(21.3) AUC:(ng - hr/mL)|  460(44.0) 1090(72.3) | 48.5(22.5) | 55.6(31.0)
AUCo-=(ng - hr/mL)| 808(62.8) [2410(60.4)"| 156(27.8) | 137(29.8) tua(hr) 20.1(43.0) 18.4(28.9) | 40.8(14.1) | 41.1(20.2)
tz(hr) 20.1(35.9) |23.3(52.5)"| 38.4(18.9) | 40.0(13.8) R 1.50 0.875 4.00 5.00
e (hr)? 1.50 0.750 6.00 6.00 foax () (0.750-3.00) | (0.500-1.00) | (3.00-8.00) | (3.00-8.00)
(0.500-4.00) | (0.500-4.00) | (4.00-12.0) | (6.00-10.0) 10 % 12 11 12 1
ST GRATEBIREL[%]) g Cuaess(ng/mL) 116(51.2) 398(95.1) 8.98(26.6) | 9.69(35.6)
a) FpLfiE (/M- fRe K fiE) AUC:s(ng-hr/mL)|  766(45.1) 1370(72.1) 168(26.9) 190(35.5)
b)n=110 2 (hr) 190325 | 188(28.2) | 405012.4) | 40.7(16.2)
fEFERARF 2 RE LT VIT VY /7 500 ¥ 2 40mg/Smefic 150 0.750 6.00 6.00
GH & WA ORI N A F 7 x4 Y F 1 3R, SO 3 s () 0.500-3.00) | (0.500-2.000 | (3.00-8.00) | (3.00-8.00)

Vg v/T 58P Y80mg/Smell G #l & HAIGEE OARK N A 4 T A
F ¥ T 4 B K O AR RS BRI B T ARH R OV
TR G L2 EOTF VIV E YR T 2R VE D
LHE P RS (BANT T3S = AR 22) B OB B /X5 2 — 7 1ZDLF
DEBYNTHolzo KFNOMEETIEEHERE L OSEDENRE/ ST 2 — & 11,
HAIDEHR S FOL L CB 0 EWFENRESEOERMEZ 72T R/ATh
% 2 EDMERSNTVWDYT,

n

38

s
>

—®— T40/ASEEAH (n=30)
—o~ BFIGA (n=30)

@

—e— T40/ASECEH (n=30)
O~ BiFIBFA (n=30)

@ 3 o
g 8 g
MmiFF7 LAY E 2 RE (ng/mL)
oW s

o -

MEFRT IV I YL S RE (ng/mL)

o

0 6 12 18 24 0 24 48 72 96 120 144
w5 (hr) # (hr)
g 1000 2 6
2 —e— TBO/ASEEAHI (n=126) | ® 5 —*— T80/ASREAHI (n=29)
B 70 —o— WAIHA (n=126) w, —o— AL (n=29)
N kN
3 b
b 2,
4
N N
[N
£ i
g g
0 6 12 18 24 0 24 48 72 96 120 144
B3 (hr) B4R (hr)

T40/ASEAEH] - 7V Iy /7 A0 Y ¥ 2 40mg/5meft a7
T8O/ASEAH] - 7V IHF N > /T A1 ¥ ¥ 80mg/sSmghit 437

TIVIHNNVE v VN =A%

a =

R EEE TS
40mg/5mg
% 30 30 30 30
Cumax(ng/mL) 87.0(77.3) | 85.4(52.3) | 3.39(19.7) | 3.21(23.6)
AUCow(ng-hr/mL)”| 752(56.0) 791(57.4) 145(26.7) 138(26.7)
AUCo-=(ng - hr/mL)| 808(62.8) 837(60.1) 156(27.8) 150(27.3)
ti2(hr) 20.1(35.9) | 20.8(39.8) | 38.4(18.9) | 38.6(18.5)
() 1.50 1.75 6.00 6.00

(0.500-4.00) | (0.250-4.00) | (4.00-12.0) | (6.00-12.0)

80mg/5mg
% 126 126 29 29
Cumax(ng/mL) 471(88.1) 484(81.8) | 3.00(21.3) | 2.94(20.2)
AUCow(ng - hr/mL)| 1970(67.9) | 1950(67.0) 127(27.7) 122(29.4)

AUCr-(ng - hr/mL)| 2410(60.4)° | 2300(62.4) | 137(20.8) | 132(32.3)
tuz(hr) 23.3(52.5)° | 21.345.07 | 40.013.8) | 39.0(13.9)
e () 0.750 0.750 6.00 8.00

(0.500-4.00) | (0.250-4.00) | (6.00-10.0) | (3.00-12.0)

AT il GRATA B AR5 % 1)
a) T gufil (FRe /M- fRe KAl
16.1.3 FILI YN ET7 LAY ECOBEEER

R AS 1260127V I )Ly »120mg® & 7 2102 ¥ 2 10mg™ %
B G Lk & 720 Y E v ]10mgh A5 Lz & & & olHLE
OH M A G- OB RE % I L 7245 F. 7 240V ¥ v olmiEig
FEHERS (3 AR G & GE ARG THEBMLTB Y, T Iy v
PERFGAC L 2 7 20 D Y DIRNBIENOREILRD Sk o 72
HHEAT—%),

TR AN 3644127V 3 H V¥ »80mgk 7 41 Y ¥ 2 10mg™ % ff
MG Lz & TV IV g v 80mgk HpkikG Lz & 2 D1H1E
OH M B G- R O SEWBIE & Lt L7245, 7V I vy v ok
TRFEHERS L AR G0 & PRI SR CHEMLCTB Y., 7au Yy
BEHIEGAC X 27V I8 v OENENEANDRBEIZRD SN ho
72O HEANT =5 )0

WA OKBERREIET VIV VY > /7T A0 Y ¥y b L T40me/5mg

X1x80mg/5mgTdHh % o

16.2 DRI
16.2.1 BEORE

e NS 3260 (% A ELI6H) IS, FVIH LY /7 aaYE s
40mg/Smelt & FI L OV F IV 3V F v /7 21 Y ¥ 2 80me/5melt & # %
ARG Lo & TV I8 VI3 ARG CEBEEES 12N
tmax D YLEASEIE (B 1% 4,005 O3, 005, 2251 1 1.50 % O°1. 00/ [H])
L Conax X CAUCIZZ N2 I63~T1% K UN32~37% KT L 720 [14.1.22 ]
—Ji. TAOVE Y DCraxe AUCK Wtmadd 22 MR G- & ARG &
THEMLTHEY ., BHROPEIZT T o720,

16.3 9%

TNIHIE DTy b FOMEEEAE G, i vitrolt Win vivo
EH1299% L ETH - 722,
TARTYE L MISEEN L OME
H)Thotl,

#1397.1% (in vitro, “FHIENT

16.4 X5

FTUIH VY vidEL L CUGTERUDP-7 v 7u ) YV b I v A
TrT—E)ZLA Vv ra Al Lo TR SIS, [10. 28]
TARVE Y OELZLEFRHEEITE Fue) U rBRom{bL7zE
VY VER RO E DAL T X R TH Do

16.5 Bttt

FIVIHNE e LT, UTOHEDRD 5.

TR A T2 7 )V 39 )0 % 220, 40, 80mg 7% Zff I |2 Al 1% 5-
(BT6H1) L7z &, REUEIZIEE ALRBICHEE S h, %5424
Wi F COTFYRFBERBHEEZRZ, WTFho#H5 8128w T30.02%
DFTH-72",

TERER NS 1562 MC-7 )V I BV ¥~ 40mg % Ze 2 RT3 S L
7ok &, 512144 B F T ORGTREO IR R O HE AR IR e
NA90.5% L U°102% T b« WIS N7z7 )V IV v O K5 H3H

AAT 3l GRATEENREL%])

a)n=29

b) A gLfi (/M- f KA

¢)n=110
d)n=112

16.1.2 R1E/RS

aR AL CHEBICHR SN (HEAT— %),
TAOYEYNRYVEEE LT, DWTOHEYRD 5.

T NGB 7 21 Y ¥ » & LT2.5mg™ X id5mg 7 H Al #E 3% 5 L
et RIPICRZAER L LTHRES N2 &S L wihodk
Gl BT O RPREILARPRI R 55240 £ TIcHE G = o
3%, 144F5R F TI2H8% TH > 720 F722.5mg™ = 1 H1H14H R iz

TERE NS T-246112 7V 3 9V & »40mght & 7 40P ¥ ¥ 5mghE, X
7V IH VY 2 80mg(F IV I IV Y v A0mehE x28F) & T AT E v
Smg#E & 1H LRI H M 22 K AE G- Lz e STV Iy v
BT Ava Dy OISE PR R OSEYEIRE/ ST A —F I T O
BN THolze TIVIVIE OIS PIEE L, WP GH L b ICH
A5 ZICENTeemEm <. BRRERKIFL.3~1.9CTh o7z, T2, 7
VI NY Y Dteas e O30T, WPEGHE & DI RS & AT
S e THUL Tz, BHIO L & ERFEIZ. TV I VY Y OCrasld
AR EICER L2 —F, 72uP ¥ s oI iEEiEsid, m
PGB L b IS G-I R TR L BRERENE2.9~3.56Th o 720
T, TAUDE Y Otea L OPINE, WHEGHEE O ICHAES L
SRSt & THBLTwY,

PG L7284 o R PRI 38 G- BIA6 H H TLRIZERIREIZEL. 6
HHLBEDLH 472 ) ORZAED IR HERE126.3~7.4% Td > 72,
TEEE 2601 MC- 123 7 41 ¥ ¥ 16mg™ % HL R 9% 5 L 72354
25120 H & TI2BSMEHHE D59 . 3% 13 R, 23.49% (3 HE 123k
. BGET2REH £ TORBPBESREDI% T KREALETH 720 DA
WD AR Sz (BMEANT— %)

LB IISAHINIET 2TV E Y % Lo CEMIEHIZZED 5TV RV,
W) ARKOKEREIZFVIH LY /720 Y ¥k L T40mg/5Smg

X1x80mg/5mgTdHh % o

16.6 HENEREFJ 28E
16.6.1 ATREERREEEE

FNVIVNVE e LT, UTOREDD 5,
JiF I i 8 2 1261 (Child-Pugh 7 4HA (889) - 861, B(H&:E) © 440) 127
VAL F 2 20mg M ON120me™ F RIS Lz b & BRI TR

0906



L Craxl34 . 50 B O8R5 <« AUCIE2. 505 I 0°2. 745 55 5> - 7217 (L EL A
F—%). [9.3.221]
) IFBEEO H 2 BB T 26 ORAE G #IZ1IH40mgTdH % .
TAUTVE R VEREE LT, UWTFOHEDH 5,
e NP ZE B (Child 3 38A B)SBIIC 7 20 Y ¥ v & L C2.5mg% HilAl
G L2%a . ER A L. #5728 oM r s A/ =12 b
ALtz AUCIERREEZ R L-DEBEEITRO N o7,
16.6.2 EHhE
TAUTEYRYVEEEE LT, UTOWEDD 5.
HAEBIMEEZCH (F26], Ledfl, THERTI.TR)ICT 20 & L
Thmg#k KA, J O8H B S L 7= 556 HIP G- 5 E s (B
601, FIGER22.3) 12, Coa CAUCIEA B I E % R L 7295,
2l EEIIRO NG D o7z, REHRGENIZEEREOMFBET 7 40
DY VBEBIIEEE L) QR MR LA, F0Ny — VIIEEE I
PALTBY ., BIEHETEZOERIBIKT 2 EANLRRD N A o7z,

17. BRERARIR

17.1 AHIMRUCRESMICET 555

17.1.1 EANE TEHER
7 A8 Y ¥ 5mg(ASmg) HFAI T R A 43 2 A RENE v i R
53BN A& R L L 7o I L EEMILEGERIC BV, T IS
2/7 510 ¥ 2 40mg/5mg (T40/Abmg) Bl 44 X iZASmgx 1H1A, 8
RIS L 7okE 9. T40/ASmght A7#11E. ASmgH Ak Gede 512 1t
AT b T 7 WAL AR T e e OV A I T B O T e
R RER L 720 RIIKEDOEB Y TH-729,

TEERIIRG8ED + T 7 WA TN R

CEERMIRG8ED T 7 WAL T R

PRI (mmHg) Y I (mmHg)

TR R

=k per e |BOGHIMA] L | BERED \BEGHUM . | RERE
AR qﬁ% WPl | T ﬂ;’% T
(SD) <si~:>L (SE) (SD) <si«:)L (SE)
[FI95% CT) [H195% C1]

TSOCHER) | T80/A5| 98.03 | 12.28 RO
A | @1 | 609 |03 ot | 1380 |010]  4
BEENS [ T80 | 98.46 | 314 | 17 001 101 | 1431 | 349 |y 87 o
ELEE | (86B) | (6.74) |(0.74)] T (14.52) | (1.10) |7

T8O/A5 : FIVIH )NV E v /7 20T ¥ »80mg/Smgfit & #]

T8O : 7V I )L % > 80mgH.#|

SD : iR, SE @ fRdEinse, CL: BHEXH

a) LTI D I/ A fE

b) p<0.0001
I {E F %6 BL# 4 12 T80/ AbmgliL & #1 C1.1%(1/87) . T80mgHi # T
1.19%(1/8761) TdH - 720 T80/ Abmglt & #IF% G HEDORIERIZ. y-GTP
E5H1.1%(1/8761) TH - 72,

17.1.4 EINE MR
AV S I AE 22501 & x5 & L 72 S E AL mE R LRI B W
T, T80/Abmglit & #1313 T40/ASmgle A#1 2 1H 1A, SERRECH%S-L
7ot g, T80/ ASmgL &I b F 7 W g M I F B B e OV It
JE T FEEE IR T40/ ASmgRt 441 % il - 720 IR ED LB TH o722,

CEEMRIRG8ED 5 7 B LT T R

PLAEMIMAE (mmHg) Wi I (mmHg)
T REEEY TR
sep | gy | XOTHIE B, TERZEY - (B i e

THfE Bt MEEYlE | T9ME Riaa AT
(SD) () (SE) (SD) SE) (SE)
[Wif195% CT] [#i1195% CT]

PRI (mmHg) JGEIIME (mmHg)
R R
e | (B | BWE (R L, | EWE
PO Ve | BE | g | et | B | mpsn
(SD) @“ (SE) (SD) (S;)“ (SE)
[H195% C1] [F195% C1]
ASCHER) | T40/A5| 9.9 | 9.56 144,64 | 13.04
S | 6390 | 6.9 |ed|  SOL L) o8| (T
EEEHMR| A5 | 9564 | 445 | 1390 037 | 14531 | 5.77 | 15 60g o]
7B | (25701) | (4.88) |(0.61)| T (10.36) |(0.88) | ~

T80/A5E |T80/A5| 90.11 | 4.93 L4 133.73 | 5.55 )1
T40/A50K | (11261) | (6.71) |(0.61) 0'35) (10.59) | (0.90) wa
JERIR% L | T40/A5| 90.65 | 3.47 : ;

- 133.49 | 3.41 |;_
L7 | (11260) | (7.96) | (0.61) [0.223.14] (13.61) | (0.91) [:0.36,4.64)

T40/A5 1 7V I ¥y v /7 28 Y ¥ v 40mg/Smelic &7

A5 7BV Y »5mgHH]

SD : R 7E, SE @ fRdkinss, CL: X H

a) AT IS D < /I i

b) p<0.0001
HIEF 56 #6413 T40/ASmgliL & #1C3.7%(10/26961) . ASmgH. %] T
1.9%(5/26261) T - 72 T40/AbmgltA7I35-BED 3 7 BIVEF 1 X% 8
P F\1.1%(3/26961) T - 720

17.1.2 ENEE MHEEER
TV IV Y 2 40mg(T40mg) A CREE RN RAST 53 7 ARV o U R
34 R & L7 AL E S MU EGRER IS BT, T40/ASmglit &
FI AL T40mgx LH1El, S f #2145 5 L 72 #& . T40/ASmghic & #l1
TAOmg A B G- 12T b 5 7 BEEEA IERIIILE T B RE K OV
MU TR CHRERBEER R R Lz, RIIKEDEBY THo72Y,

CEEMMEG8EO T 7 BREAT M T R

JEEM I (mmHg) Ui (mmHg)
TRE TRE
s | [N T wE BT e
S AR T AR
SD) |y | SB | 8D [ (B
[Wif195% CI] [ {195% C1]
T40CHEERD| T40/A5] 96.76 | 13.49 145.66 | 17.86

A | 053 | 630 |063| S% | 1218 |086)] (N

BHELMR [ TI0 [ 9657 | 547 | (541 9637 | 14477 | 651 | 9,16 13,547

LB | (15861) | (6.05) |(0.62) (13.38) | (0.84)] 7

T40/A5 1 7V ¥V % ¥ /7 20 Y ¥ v 40mg/Smele &3]

T40 : 7V 2 ¥ )V % > 40mgHiF)

SD : friefR 2, SE @ BEERE, CL: B HE

a) A EHTIZ 3 < /N e E

b)p<0.0001
FIE A 36 B £ 12 T40/ ASmglii 4 %1 T3.8% (6/156%) . T40mgH # T
1.3%(2/1586) Tdp > 720 T40/ASmghl & A% 5-RED RN 13, AL,
Wi EIEEE. 3695, b ) v A, FERERESE I TV D
0.6%(1/15681) T - 72,

17.1.3 BN MHEEER
TV VS 2 80mg (T80mg) HiF) T R I & A 173 72 A RE Mk w8 L
BEVM Z 0 G & LM EA L EERLEEBRIC BT, 7V 34
V2 /T 51 Y Y Y 80mg/5Smg(T80/ABmg) L4 7l XX T80mg# 1H1
[, SMMIEEITHES L7245, T80/ Abmghit & #1 1L T80mg Hi Al {k sk 5-
WZHAT b 7 7 R A BRI I 7T B B R DN D I F B B COf 3
BREERREE IR L7z HRIIKEDOLEBY TH- 722,

_5_

T40/A5 : 7V IH )& /7 20 V¥ »40mg/5mglit & #

T80/A5: FIVIH )% v /7 21T ¥ »80mg/Smglit &7

SD : fZiE{f7, SE @ iR CI: FHEX M

Q) LTI 3D R/ Tl

b)p<0.0001

) T40/ ASmglit & #14% 5 T HEARIIE AS80mmHg R 12 5 % 40 o 72
BERIRL LT
EIVE RS BLEIA 12 T80/ ASmgle &1 7C0.9% (1/11261) . T40/ASmght &
FITL.8%(2/113B1) T - 720 T80/ Abmght &4 51 0 §I/E 1 E
J£0.9% (1/11261) T, T40/ASmgBt & #1145 5-HE O BIVE R X780 T v
0.9% (1/1136B1) . BX8K0.9% (1/11361) T - 720

17.1.5 ERHE DARR (REHRERER)
AREVE S B 2508 IR L, T I Ly v/ Taad ¥ sy BEaH
* BWPES L 7o T40/ASmglit & 7] 068 E ¥ 5- CHRIES R H 1
7RSI B E 0 F FREBAR G L. FEERRA T 5 72 i B 12
13 T80/ASmglit &7 & ¥ m it 5 L 7zo T ORERMiHl & b IR G12
&2 BEERD RO REE D S N2k o 720 AHKI(T40/ASmghit &7 i
OST80/ASmgt & #l) % $£5- & N7z B 41K (25561) o8 5-# T K (56
A OIE T > b a— Vi, JEEIST.8% (224/25561) . YLfH M
92.5% (236/25561) 125 L 720 T40/ASmglit &7 Tl BB A+ 45
D 7212 T80/ ASmglt & 7l & i £ 5- L 72 5 [E B3 (4811) DL 5-#¢
THEOIMLE X, T80/ASmght & #l 1 it L 72 K 1 A~ LR L E ¢
7.26mmHg. PUHEIIE T8, 61mmHg (WL b SF394l) TR L 720 72,
RFN DM w Bt L7z R, ZAHICRER 2 h o 722,
EIVEMSEBIEI A1, T40/ ASmgRl &4 C1.9%(4/21141) . T80/ASmglit
BFNT4.2%(2/4861) T - 720 T40/ASmglie & 5145 5- B O FIVE 134
Rtk F0.9% (2/21161) . IMEART0.5% (1/21151) . ##950.5% (1/211
B1) T, T80/ Abmglt & #I¥%5- 8 O BIVE M 572. 1% (1/4861) . B
2.1%(1/48B1) TH - 720

18. ZERhkIE
18.1 fEF#RE
18.1.1 FILIHIL G
TV IVIE VEFICMEREHOT o4 T (AT 44 7
TAT) ZERIC BN T ERWAEDE CTH 5 A-T L HERIIZFEIT L.
ZOMESERZIES 2 2 LI X VEEERZEET 5, 7V 3
PV Yy DOATIZHRBERERR C (Ki=3.70M) . ATIZHE A2 H5S
WIREE L 72 TV LY 2 1310~1000nMO i EEFE P T, A-T0 IS
& 2 A R B IRAE A O IS UG BSOS AR % L IR L2 T
IR E) S B & IR 2 40~50%F15 50 F 72 HEARE 1205
BIZB T O H 2 MAENGHEIH 278 L, (ERIZ R TH 5. Tz,
TIVF = RERTH HACE(F = F — B )5 L Cid B
%]j’((fé &b\ZS)\ZG)O
18.1.2 ZLOYELARYIVERE
MBS D LEAARAELE S IV S A F v ¥ FOVICEERIICK S L. Mk
NANDCaZ DFAZ WA S S T LI LY I R A M5 O P57




RS D IV YT AFEPUWEMORBIIHETH ) FFHNTH 5,
F 7o, IHIERNZES < L M RIREDTRD 5T 222,
18.2 FEE/ER

FNIFNY HHVIET 20T S B WIEHEHIC L AEHIC
DWT, LT oO#HEDH 5,

FEE T O MEVE RS INLE B AATEHE T v b (SHR) Z v T Img/kgT b 2
Fv v O5mg/kg7 A0 Y E Y EIHLBEE %S L. 5H HREHAY
CMEZJEL2E 2 A, Img/kgT )V 2 V¥ > J Ubmg/kgT A
OY ¥ E, ENENEMAES L0 EI T AR 25mmHg T L.
FIFFABEOMFERTIERZ7R L 720 KIZ, Ilmg/kgT VI H L E
Smg/kg7 A0 Y Y PEHTLHIMSH B OHG 2 17V, FEEAY I M
FExAMEL. TIHFILY T 2T OS2 L I0E
WZREd AL, AR 502 & 2 iR TR (F925mmHg D& ) 12
e, A M T VRN (F950mmHg DR T ) A5 51729,

19. ARESICEY 2 E{EFMAME

B VN
FIV ¥V %~ (JAN) (Telmisartan) (JAN, INN)

154
4'- {[4-Methyl-6- (1-methyl-1/-benzimidazol-2-yl) -2-propyl-1/7-
benzimidazol-1-ylJmethyll biphenyl-2-carboxylic acid

FaaEae
Ca3Hs0N4O2

G
514.62

JERN
A~ EOOFKAEOH K TH L, FIRIZETRLT AY /= VITHE
FIZ L T8 7 = (99.5) 12D THEIFIZL KL KITIZE AL ET RV,
KM S TEARRD HD,

bR

N/CHs

Bl ot
269C
R
logP=3.2(n-42 % 7 —)V/pH 7.4") > M%)

— M SRR
7 A1 Y E AN OVEEE (Amlodipine Besilate)
L4
3-Ethyl 5-methyl(4RS)-2-[ (2-aminoethoxy) methyl]-4-(2-chlorophenyl)-
6-methyl-1,4-dihydropyridine-3,5-dicarboxylate monobenzenesulfonate
5313
C20Hz5CIN20s + CeHeOsS
g3
567.05
IR
Hfa~i OO EOM R TH S, 25/ = VITEITRT L, =
87 =W (99.5) IZRREITIZ L KRIZEITIZ e XY 7 — IVIETHR
(1=100) IE etk 2 7R & 22\,

bt
0/\&//NHZ
oG OvCHs SOs3H
RO 3 TERES

[ELgS

#7198 (431#%)

20. BV EDEE
GABIERE L THALT 22 DB B0 T, il - LT #T TR
T5HZE,

22. G

(2 H LOEEEAP)
100$E[106E (PTP) x 10]
5008 [108E (PTP) x50]
5008E i, 7NT . HZEEFIAY ]

(3 HLOEEEBP)
100$£[108E (PTP) x 10]
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