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e Bk 10 B1) 1A VIV F v 25mgt) & 1 H 1 AR
*ﬁ‘ﬂ_" Lf:j%/fl\\ Cmax L:ﬁﬁ&%biA%h&ﬁ‘o 7‘:753‘\ AUC X
%i)%‘é:ﬂ:«‘“( 50~68% A3 5 Z LAURENZY (SHEANT
'—y o
BAEBMERE CEYER79.7 %, B2 6. a6 127
Au Y ¥y L LT o5mg & RS L7 %6 25 SE R A
CEHER 22.3 1. T 6 B1) 12 L T Cmnax LUV AUC I3
BICHEMEEZ R LA, e ICHEAIZBEDO N o7z, F72,
8 HMKAROES Lz e,. BEEEOMEh 720 I Vg
JEIEEL LD DR HER LA, 208y — VIFEERITH
PLTHEY, BEBTZOERPMEART L HIAITEED S
5722, [9.8 B]
16.7 EMHEE(ER
16.7.1 ECEBI BB A BEOHEEEA ‘
TR N B 24 B A VARH L F ¥ 300mg ROTT 21T
v & LT 10mg 2B L CROENPEL G L2880 4 V)L
yrerauI ¥y oRYBEBIIANARGHREEEIR A
VAPV e T Aa Yy ORICEYDBIRECMET 2 MR
ZHED SN o722 FHEATF— %),

16.8 ZOft
ANT I ABMESELD [F—1F | ZEmBEckox, 4
w7§7xM%ﬁHDri—A7Jki%imuﬁ%t&&é
72,
) ANVARFIV Y KB EN2 1 H &I 50~100mg.
1 Hig KM =1L 200mg TH 5,

17. ERERRCIE
171 BHERUCRLMICET 258
17.1.1 EANE IHEHER
ANXRFIVF 2 100mg O HMPEG-CTIE 2 > 2=V HA+
G T ARBEME S MU AE B E 2 R RIS A VRV Y /7 Au Ve
> 100mg/Omg. 100mg/5mg X ix 100mg/10mg % 8 3 [ F
PG5 L7 ZHEHIEGBR O RIIREDO E B Y TH - 72,
b7 7RG ME 2 b, b T 7 AR A B s i+ 28 b
& 12, 100mg/5mg ¥ 5-H 1 100mg/Omg $5-HE 2L, F

72 . 100mg/10mg #% 5 # 13 100mg/Omg % 5 #f K O°
100mg/5mg H5-FEZ LA B A 25380 H 722924
Erasniid 100mg/0mg 100mg/5mg 100mg/10mg
IRB/AML (n = 121) (n = 123) (n = 116)
’j;X7 153.33+9.84 | 152.58+10.27 | 152.59+9.67
W e
i %Eﬁ* 148.10+14.87 | 133.81+14.19 | 127.75+11.88
AR | —5.23+11.48 | —18.77+11.22 | —24.84+10.86
?27‘7 97.10£5.77 | 96.92%5.75 | 97.44+6.44
LRI = o
MU %ﬁﬁ 93.33+10.58 | 83.79+9.51 | 79.30+8.57
2tk | -3.76+8.14 | —13.13+7.75 | —18.14+7.62
140/90mmHg 3 % 22.3% 60.2% 83.6%
#é (27/121) (74/123) (97/116)

Hify - mmHg CE¥ME£S.D.)

XG4 VNIV F 2 100mg & 8~ 10 [ H% G- £ 12 WA U i
140mmHg BL b2 DR i 90mmHg BL 1T & o 72 AR 5 1L+ JiE
s

IRB: A V¥ )V% >, AML: 720YE >

CZEEWRHLEORERFBUEE X, 100mg/0mg %5 Tl
8.9% (11/123 #51) . 100mg/5mg #&5-% CTld 11.4% (14/123 1)
100mg/10mg $%5-#C1% 15.5% (18/116 B) T - 720 F 72 Hl
Ve (GEBIEEEDS 2% 8L 1) 13, 100mg/10mg 5.8 ALT 1
m2.6% (3/116 Bl) TH - 722,
17.1.2 ERE I HERER

7 AUV Y 5mg OHMERS TIME T ¥ MO — USR5 7%
ARV S MTRE B 20 R, A VR LY v/ TraI¥ s
Omg/5mg X 1% 100mg/5mg % S BRI G L7: —HEMIL
TR RIIKREDOEBY TH o720

b5 7 B GRIIMEZE b, N 5 7 B R e 25 b
& $H12,100mg/5mg %5513 0mg/5mg % 5B REH %
DD 22

Erasnii Omg/5mg 100mg/5mg
IRB/AML (n = 149) (n = 143)
. N—=AF4 » 148.72+7.86 148.32+7.39
%ﬁ% IR RE 141.96+12.69 133.98+14.16
2t -6.76+11.16 -14.34+11.99
o N—=AF4 » 94.67+t4.34 94.76 £4.55
%;’j—f'ﬁﬂ B RFATRE 88.78+9.36 83.61+10.40
ZEAb -5.89+7.92 —11.15+9.66
wnenes | &5 | @iy

HAL - mmHg (F39fli+S.D.)

WE T LI ELTb5mg & 8~ 10 i B £ 5 % 12 WU 1 1T
140mmHg LA b A2 35l i 90mmHg B T d o 7o AT & iU i
B

IRB: A VA_HY )%, AML: 720YE >

ZHEEMBI LB o BIEH S BB X, Omg/Smg %58 Tl
5.3% (8/151 $1). 100mg/5mg % 5-#ETix 9.0% (13/144 B1)
’6%07‘:25)0
17.1.3 EINE DHEHER

A NVARHFIVE 2 100mg. 74 HE Y E Y 5mg Xid 10mg @ Hiph
¥G-CTHLE 3 > b1 — US55 20 AR TRV S U B % 0 4
12 A VXYLV E U /T A8 YE Y 100meg/S5mg BlA e i
100mg/10mg Bl & $E % 52 MM S5 L7z

FEFMEE CTH 5 ~ T 7 BN DU I E D ZE LR I2oW»
T R=2A54 ¥ (A7) ==V 7 TH, ITHER) O+
7 WA DGR I 1% 153.48 £11.84mmHg (CF¥fi£S.D.).
BKRERFMEON— 25 4 950 EAfE
13-22.70+12.92mmHg T V) . wEKGREHTIE, £ VY
V& v 100mg/ 7 &2 Y ¥ Y b5mg TNR—ZXF 4 »
148.62+7.96mmHg K& O & & FF fli B ¥ T © % 1t
#-20.66=11.4lmmHg, £ VX% )V ¥ » 100mg/7 21 ¥ ¥
10mg TX— 2 4 Vit 157.09=12.92mmHg N OSHe#&EAl K;
FTOLE{LRE-24.23£13.76mmHg T - 7220270, BIVEHI 5



1L 16.9% (84/496 B) Td - 720 T2 IV AR M7 E
T, 100mg/5mg % 5-W5A% 0.5% (2/434 #1). 100mg/10mg $%
HHEAY2.6% (8/306 B) TdHh o722,

18. FEhEEIE

18.1 fERA%RF

18.1.1 €1 ILXHILE >
In vitro FRERIZB W TS FRBKBIRO 7 > V472 U1
(AT) FFFIGHZ ISR L. in vivoilklk (T v b, A4
X, IV IZBWTH AT FEIAE OSSR U CHIfilfEm 2 =
U720 In vitro 3430 5. FOMHEETX AT BRI
T HHEANREPICESLLDIDTH Y, WIZAD YA 712514k
(AT Z5K) BN TH L Z EHARBENT, ZOMOZHE
IR BREEZRET, 7o V47T oy VERBELHEL %
T 7220)30)_

18.1.2 7O E>
HFIE DB AARTENE A IV 3 7 A F X FOVAEIRBICRE S L. Ml
NEAAN®O Ca2t Dt A % kA & 8 Ot LA R A M4 O -4
RSP, ZOH IV Ty AFETENIREICER T L &
L DITHFEEZ R Uy & 72 O HNHIE T 2555 < ISR %2 R 9
ZEDRED SN TN B,

18.2 FEE1ER
ERIIE FIARTERE S v MICA VARH L& e 7 aa Y ey 24t
LCHET 2 E, TNENo x5 & i L CRITI/ER o
SRASEESD B 7230,

19. BXRHCEE T 2 E(EZIRNR
19.1 1 ILARHIL R

— I FR © A WV NH L F >~ (Irbesartan)
it % % : 2-Butyl-3-{[2'- (1H-tetrazol-5-yl) biphenyl-4-
yl] methyl}-1,3-diazaspiro [4.4] non-1-en-4-one
5 T 3 CasHasNeO
& 428.53
% W ARBIAROHSEOR R TH %,
AamldERE (100) IZHETR T A7/ —iZR
LEIFIZL L, 7 7 —)b (99.5) 1T <.
KIZIZE A EHE T2,
ENTIES T e 5 VN L o YR (W3
L5
0 N=N
/ \
HN_ _~N

19.2 7LOYE>
— TR T AT XY VR (Amlodipine Besilate)
it % 4% : 3-Ethyl 5-methyl (4RS) -2- [(2-aminoethoxy)
methyl] -4- (2-chlorophenyl) -6-methyl-14-
dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate
3\ C20H25CIN205 - CeHs03S
&= : 567.05
W ARIA~HHEABOKREOREKTH 5,
RKBE AT ) —NIZHETFRTL, =¥/ — )
(99.5) IZRRWEIFICL < AKITHEITFIZ v,
RO RAE 7 — VI (1-100) (et R S
&‘1\0

Lt

&

(4

e

: SO3H

YOk AESHEIS

&

KK 198C (43 fR)

el

22. A%

ANWT7IYREEELD [F—N1F])
(PTP) 100 %& (10 $& x10)

(AIWT7IYREEEHD [F—1F])
(PTP) 100 % (10 $& x10)
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