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2g;¥fﬁ;ééﬁ§J 40.73+9.32 |1.089+0.268| 6.8+ 1.2 | 44.7+5.9
J VN T §E2.5mg| 43.33+£9.50 |1.164£0.292|7.3%1.1 |[44.2+14.0
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2 oatifNes T
1t : :
g 3 N TR T
R S .

1

0 A . L L : '

0 12 24 36 48 60 72 ()

% 5 % w5

mﬁEP%fgﬂﬁUL:AUC\ Cmax%a)/\o:j )( - 9 (i\ ?&Eﬁ%‘
DOEIR, FROLRIEE - BEEORBEGICL > TR
L BHRREEN D o

16.2 ORUX

16.2.1 REDEE
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L C2.5mgx BEHEG L2 5Ha o MHIREHER I 0%
MBI A — Y AR UPROBY ThH 5. EEAIC
L. B#E572KMZOMFRENERICEAL. Tie.
AUCE® P EEEZ R LI EREZIRD SN 57212,
[9.3 &H#]

(ng/mL)
5
o TtREREEE (n=5)
o fEEA (n=6)
*p<0.05

Mean=S.E.

m o]
h
#os!’
i3
0.1 1
612 24 48 72 9% 120 (esFS)
% 5 1% B
Tmax Cmax AUCo~ Ti2
(hr) (ng/mL) |(ng - hr/mL) (hr)
e ERE | 7212 1.9+0.2 104.0+£15.5| 43.0£8.0
TRRRRLAY) 7.3+0.4 1.64+0.07 | 68.1+5.4 33.3+2.2
HEEME ' ns.
Mean=*S.E.

16.6.2 I\NR
EMEESREICT L0V & LTIHL.3~20mg % Eik
BE5 L BEMEYESEHBOKRE., 27U 7T R (F
) &, 6~125% (34%1) ©24.9L/hr. 13~175% (28
) T27.9L/hrEEE SN, BAICB T B HEEFRET
Ho/d HEAT—%),

F) MNEBEFHICBWTAROERR SN/ HBEFHARIZ2.5mgTdH
3.

16.6.3 SnE
LEBMPEREN (B2, w4, FHEMTO.TR) 127
LUYE Y ELTE5mgk A, RUOSHBNERS L5
EDOEYEEINT A —FIZEOBEY TH 5. HEHKRSL
BA. HBEBERA (B6. FHEM22.35%) I2HL.
Cmaxs AUCIREEBICEEZ R LD, TILlEBEEITR
OOENED DT, REZRSEHICZEEZEOMEF 7 LT
VEVBEREEELVLELIER LY. T8 —
VIIEFEHICELMLTBD ., BEETTOEESELRT
HEBIIRO 5NEH 7Y, [9.8 BE]

EEBIMEESRE BRI
HESR | RIERSE | BERESR | REZRSE
Cmax (ng/mL) | 4.24+0.08D |14.9+2.23) | 2.63+0.35 | 7.51+0.32
Tmax (hr) 7.2£0.49 8.0£1.8 | 6.7£0.42 | 8.0+0.7
Ti/2 (hr) 37.5£6.0 |47.4+11.3| 27.7+4.6 | 34.7+£2.7
AUC (ng-hr/mL) | 116.9£8.4b) — 63.2+5.5 —

Mean=+S.E.. AUC : 0~ 48R fE

a) p<0.05, b) p<0.01 (vsEEEEZ)

16.8 ZDfth
TLAuIEVEEIOME [7FI7 7] & [EErEZ %O
BEEMAOEMZNESERET A R4 ITEDE,
TLOYEUEESME [ 37 7| #AZERIF L L s &,
BHEF SRS EHE SN, EMZNICEZEE RSN,

17. ERPRREIE
17.1 EEERUREMHEICEI T 255
(SIMMEE)

17.1.1 BN MEEER
TAHYE Y ELT5mg%E 1 H B8 M54 1 INHE A I
FEA*140mmHg bl k%R B&E30561% —#ica <. 7
Lua Yy ELT1I0mgiE5mg# 1 H1ESHEL S Lk
EEOIEHMEDONR—=ZT 1 > h 6 DE({LBDOFISE
&, 10mg#fT13.7mmHgDE . Smghf ¢7.0mmHgD
BETRTHO., MERICHRETHICERREN A SN,
WABEERE 2 & CEFA ORI, SmghfTld
3.9% (6/154%1) 12, 10mgBT1£9.9% (15/15141) 1
oo, @AR (10mg) RERICFESEVHEET
BHHN. 10mgBET3.3%TH -2, [11.2 ]
51T, MkfEaEEE LCER L RIFRSHRBTT 410
JErELTIOmgE I HIEEE L CS52EMIES L-BE.
HEHMEOR—=2 514 V6 OELEDFEEIL.
15.6mmHgDIE R 2R L7219,

17.3 ZDfth

17.3.1 REREICRIFTRE
BRAZ S EEEREA36] (39U T2 57050
k) krsauv¥rE LTIHLIER.5~5mg (—HBOREHS]
I2137.5mg ¥ THE) 21 2EMKSES L THEREICILE
CAEFHELREZI3» 57210,



18. EMEIE
18.1 {EFERF
MHRRE D EBEMIRGEE L VT L F v FIVICERICH
aLl. filEANOCa*"OMAZE IS L &ICLD, &
ME RAHEIME DOFIEH = g S & 5.
AN LEFREHORBRIIERTHY ., FBHREOTH S,
7o DIMHIERIEEE < MERRMENE
18.2 [BE/ER
HFHESnERETT L (SMEBARAFET v b, BESEM
EAX) 2BV, BEEES TMETEORAISERTE
AERERISEVI EPROSNTBY ., EHEK5THM
HORELLZVWIENPEDOLENTWSIY, Fiz, FEEXIX
ﬁ%ﬂ%ﬂﬁﬁmf?Au?ByEﬁui@ﬁ%%@mﬁ
RSN L MEDO NRERC2RHLEEROR
%E’J&ﬁ”‘ mHHN9,
=ImE lg{#5lﬂ\[ﬂ1%¥§§’\0)1’ﬁﬁﬁ
BERZEDahS v M7 a0 2 1 0MER DL BB %
5952 LIk, MEicfES ME RF K& O R EE RO
BIRIEE. 714 7Y VIRBEEOMERESIHE S Wiz,
MR BRESIMTES v MI7 410 V¥ 3mg/kg/H % &
G T ALK MELEFOIMHIK TR R AR
OHNTz. oy DHOMHMEIL, B OBIEEBIRA. éﬁf?k
EEERE, RUEZHEEOREOEELHS »ICHH =
772021
18.4 FURVEE(ER
7 v MORICBWT, BI/FERREO DG REER %
FARTAER 7 L0V E B GEETIEIREEIC AT
M OEEPEE S N, BN Caz B OB AHIFH S iz,
FHEBNATPERGZ L7 F V) VBEORIELEES N,
DEREERAR S NI,
I 3 MR ERR DR IC B W, AEdp/dtR O EIEH
FEFETR L. DHBRREER LR L7222,

19. BRRLS ICBET D IB{LRHAR
—MBEEFR 7 Lu VY RYIVEEE (Amlodipine Besilate)
{bZ42 : 3-Ethyl 5-methyl(4RS)-2-[(2-aminoethoxy)
methyl]-4-(2-chlorophenyl)-6-methyl-1,4-
dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate
3F 3 - Ca0HasCIN20s + CsHeO3S
SF&E :567.05
IR B~ HEABOEREDH KR TH .
Ay ) —=)VICIE VP@‘< I =) (99.5) 29
HHT< <L K Z< W,
A% ) —)VIBTR (1—»100) AR RS 0.

= 3=
©/SO3H

18.3

O/\/NHZ

KU SSR I
Ais 1 198TC (%)

20. BRWL EDEE
(OD$g)
20.1 7L IO —RHERBITES. KEBITRET S L,
20.2 MEOREZIFER. KEBITITRET S &,

%22, H%

(ZLOYEVEE2.5mg [5=T77])
100%¢ [10%¢ (PTP) X10]
1408 [14%% (PTP) x10]
5008 [10$% (PTP) x50]
5008% [FFAF v 7. /NT]
7008 [148E (PTP) x50]
1,000#% [10% (PTP) x100]
(FZLOYVEVEESMg [5F=T7])
100%¢ [10%E (PTP) x10]
1408 [148& (PTP) x10]
500#¢ [10#2 (PTP) X50]
50088 [F9AF v 7. NT]
7008 [148% (PTP) x50]
1,0008¢ [108E (PTP) x100]

2D 5N TR0,

(ZPLOYEVE10ME [5ZT7])
1008 [108E (PTP) x10]

(7 LOYEODEE2.5mg [F=T77])
100%E (1088 (PTP) x10. #ZIRHIA D]
500%% [108& (PTP) x50, #ZJ8HFIA D]
50088 [7IAF v 7. N, BHIREIA
(7 LOYEVOD§ESMg [5=771)
100%E [108& (PTP) x10. #ZJ8FIA D]
500%% [1088 (PTP) x50, HZ@HIA D]
5008 [T AF v 7. N, BIREFIAD]
1,0008¢ [10%% (PTP) x100. BZEHIAD]
(7 LOYEVOD#E10mg [U5=T7])
100%E (1088 (PTP) x10. #ZJRHIA D]

0]
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