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[r377] [r377] [(r377]
(BR) 72uY (AR 7Luy (AR 74y
RS ORIV | EURVIVERE | R LERE
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Wb, [11.2. 16.6.1 ZE]

9.5 iTi®
R IIER L T WA ERER D 2 EICR 5T 258
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BICDAZRETH &, BYMEBRTIHIEREICEST 5
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9.6 FA.IR
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i, D E30EBAICERY 5 2 &
(OD#g)
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16.1.1 B@ig5
BERERLA200Ic7 20 Y ¥y & LT10mg % BEHS LT
ﬁ@mﬁ¢%f§@Tmax\ Cmax\ AUCONIaSt&UTl/Zci\ %
NEN.0kMH (HFRfE). 5.84ng/mL (FHfE) .
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LT RECAFREZEE L, B onizEMEE
F A =4 (AUC. Cmax) DWW T0NEHEXMEIEICTH
EHERIT 21T o 7245 % . log (0.80) ~log (1.25) D#iFH
WTH D . MAIOEMENFEFEEITER S N7,
HEIRT A% BEITA—F
AUCo~72nr Crnax Tmax Ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
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N 40.73£9.32 |1.089£0.268| 6.8+1.2 | 44.7+5.9
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JIVWNA T $E2.5mg| 43.33£9.50 |1.164+0.292| 7.3+ 1.1 |44.2£14.0
Mean=S.D., n=12
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(AUC. Cmax) DWW TO0%(EHEX RIEIC THETHEMNT %
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35.82+7.18 |1.222+£0.310(6.4+0.7 | 39.4+7.5

7 LY ODgE

37.35£9.17 |1.215£0.226| 5.9+ 1.7 | 40.4+7.7
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33.15£8.54 |1.113£0.262|6.1£1.6| 39.2+8.7

7 LY »OD$E
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(0.80) ~log (1.25) QEEMNTH . WA DOEMFH
PR S N7

(K7 L CHRA)

HENT A =% SENTA—%

AUCo~72nr
(ng * hr/mL)
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77.12£20.7112.518+0.949|6.5+2.2 |58.1+47.7

7 L1 ODgE

81.71£24.0212.732+£0.745| 5.6 £1.2 |45.9+15.3
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66.79+18.51
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6.5t1.4|43.6+19.5
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68.62+16.43
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YEIJ%L/\ ?56*17:%%@3%/*’5}—9 (AUC\ Cmax) Iz
DV TI0%EM X EEIC TREHEIT 21T > 12K R log
(0.80) ~log (1.25) DEEANTH . WAHIDEMZEH
AR S N,
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AUCo~72nr Crmax
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7 LuYE¥ODEE
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5.9+1.0|47.0£15.8

7 L1 OD§E
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6.3£0.6| 41.7+£6.5

Mean=+S.D., n=13
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(7J<V(°HI§}EH) Tmax Cmax AUC0o~ Ti2
HENTA—F BENTA—Y (hr) (ng/mL) |(ng - hr/mL) (hr)
AUCo0~72hr Crmax Tmax T2 AR ERE | 7.2+1.2 1.9+0.2 104.0£15.5| 43.0£8.0
(ng - hr/mL) | (ng/mL) (hr) (hr) RERRLA) 73104 |1.64+0.07 | 68.1+54 | 333%2.2
TARYELODSE ) 1949883]5.147+1.061| 5.850.9 | 41.5+7.2 HREERE © n.s.
10mg [737 7] Mean=S.E.
7 L5a Y > OD3E . 4 4 4 16.6.2 I\NR
10mg 173.64+38.36|5.666+1.342| 6.3£0.9 |51.9+33.9 RS 7 A0 PP & LTl H1 3~ 20mgk i
Mean+S.D., n=12 B LI BEREMERHBOER, 27U 772 (F
(ng/mL) HfE) 13, 6~12m% (3461) T24.9L/hr. 13~17% (28
&r Mean+5.D., n=12 g)”) T%Figf/l}{&%ﬁf N, BAICBY 2EERET
L. — - > 7! T—%)
. Z L e 7ARIEyODEIOmg [7377 ) NRBEI BV TARIORES N | HEHARIE2.5mgToH
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B - < S 16.6.3 EiE
T e ZEBMPEREFON (B2, 24, FHEHRTI.TR) 17
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oy T T 7. HEBERA (56, FHEM22.35%) Ik,
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IR HAREMEN D %o EESIMERERS EERREA
16.2 DKUY HE5R | REXRSE | BORE5E | REZRSE
16.2.1 REDFE Cmax (ng/mL) [ 4.24+0.08b [14.9+2.24)|2.63+0.35 | 7.51+0.32
BERAICT L0y LTo5mgs 70 At —/)N—i% Tmax (hr) 7.2+£049 | 8.0%1.8 | 6.7+0.42 | 8.0x0.7
&0 ZEER I ERICEEREORS L e 0E)H T2 (hr) 37.5+£6.0 |47.4+£113| 27.7+4.6 | 34.7+2.7
NI A—YIIEREZIRDOOSNT. 7TLuIE VDR AUC (ng - hr/mL) | 116.948.4b) — 63.2£5.5 —
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GEORE LBe, RAICREEE LTiilts nag]
SIS, WTNORERICH T b RARE L
MR 1348 5% 24B5 R F TITI S ROKI3%, 144853 T
IZKI8% Th -7z £7:2.5mg# 1 H1[E14HMESHS L
135 O R A HRIER 345 S B0 H B T2 AR
L. 6HBELIED]BY 7 D ORB(LAAD RBHERIZ6.3
~7.4%Td - 7:610,
(BRI 11CEE8 7 40 Y ¥ 1 5mg % BER
5 U84, #5120 B E TI0R SR D 59.3% 3R
th. 23.4% 3B PR N, $ 72850 & T O R
HSBE DI H RN T B > 120 2 DIIZOED KB
AR 51710 (FHEAF— ).
B, Ih6REWICIZTLOIE Y 2 Lo SEEER
EERH N TV,
16.6 BENEREST EE
16.6.1 FHgsEIE=EE
MAFFEZEE (ChildsBA, B) SHlIc7A0v Yy &
UT2.5mg % BEHRS U354 0 il s 1 012 3
MBI A — 5 ZRRVEDED Th 5. BEFAL
U, #5728MBonBENEEIC LR L, T,
AUCIRR R EEZ R ULIPERZIITZD 5N o210,

BP0 DEEZ 5N B,

[9.3 ]
(ng/mL)
5
o FFHHERERE (n=5)
o E LA (n=6)
*p<0.05
m o] g Mean=+S.E.
mo
. ¢
#os
=3
=
0.1 T
612 24 48 72 % 120 (#58)
¥ 5 % WM

Mean+S.E.. AUC : 0~ 48t &

a) p<0.05. b) p<0.01 (vsfERE)

16.8 ZDfth
TLAuYEVEEIOME (737 7] & [HErEZ 50
BEESMA OEMENRFERBE T A T 2] ICEDE,
TLOYEUEESME [ 37 7] #AEERF L L E &,
BHZEEPEEF SN, EMEOICREE RSN,

17. ERPRREIE
17.1 BHERURLHECET B HER
(SIMEE)

17.1.1 A M4E55%
TLAu Yy & LT5mg# | H 1 E8ME M55 | IHEHA M
FE»140mmHgbl b %R B& 3056 —#C3 0T, 7
LYY ELTIOmgNiEomg# 1 H 1 E&HEME S L7
LZDOIREHIMEDRN—=RAF A > 6 0EEOFHE
1. 10mgB#fT13.7mmHgDE . Smghf ¢7.0mmHgD
ERTHO. MERISREINICERZE AL NI,
BABEERER Z S CEERAORBREIE, SmglTid
3.9% (6/154%1) 12, 10mgR¥Ti39.9% (15/15141) I
BOLNTz, BHE (10mg) HERIFEPEWHET
BOHN. 10mgBET3.3%Th-7213, [11.2 ]
SHIT, MBS L CER L ARARSHB T L0
JErELTIOmgE I HIEEE L CS2EMIES LBE.
HEBIMEDON—=Z T4 > » 6 OENEDFEEIR,
15.6mmHg DR R 2R L7214,

17.3 Z0fth

17.3.1 EREHICRIFTEE
BRAEZSGEIEEREA36 (39RUTH» 5705 L
F) K7 LBV ELTIHIE5~5mg (—EROiEf]
IZIX7.5mg % TH#EE) = 12EHEKS LT HERHICITIZ
EAEHEBLEGZ o719,

18. EEIR

18.1 {EFEF
MR OB AREE LY T L F v ¥ 2RIV RIICHE
&L, ANANDCa*OHmAZBIbSESLZEIcLD., &
ME L AMIME DOFEHZHESE 5,
LT LEFIERAORRIIBERTH . HRHTH 5.
F/oo DMIFERIETE <. MEBRENRD 5N TN 5910,

18.2 [RIEVER
HEEMERETTIL (GMEBRRET v b BHEEI
FAX) IZBWT., BEESTMENEOHKESTEBRTIE
AFREEPAEVWCEPRDONTED ., EFHZS THM
HOFKFELZVWI ENBEOLNTWAIY, Fiz, FREEXIZ
B|HELA XICBVWTT L2051 D FEIRO MG
BIIEHGEAICHEII U, ME O R 2R IME R 0%
FER 2 A R &5 Nz 1e),



18.3 SIMEICH# S DIMEEE~NDIER
BEEZHEDahl T v M7 A0 YY1 0ERI L EEE R
5952 &K, Mgt mE EF K& OB EEE RO
AIKGES 74 7)) VIREZEOMERE S IIFHI S Nz,
MR BRESIMES v MI7 410 Y 3mg/kg/H % &
M5 A2 LK D MELFOIMFI AR R AR
HHNTz. Foy DO, BOBEEEEIRR. REL
EEBFERE, RUEEHESOREOFRE LIS M ICf s
nf:w,zo)o

18.4 FURDVEE(ER
T v MDEICBWT, B/ HERREO DG REER%
FANIAER, 7 L0 VUSRI ERIC AT
MEAORIESEE S N, RN Caz 80BN HIH S iz,
HHANATPER 7 L7 F ) VBBEBORELRES .
D REER P RS NI,
F 2 IMEERFEEDEICB VLT, EZdp/dth OEZE N EH
FEIZER L. DHFBRZHEEREL D L7212,

19. BRRLS ICBET DIB{LFHIFIR

—REEHR 1 T LT VYL RYIVEE (Amlodipine Besilate)

{b242 © 3-Ethyl 5-methyl(4RS)-2-[(2-aminoethoxy)
methyl]-4-(2-chlorophenyl)-6-methyl-1,4-
dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate

72 - CooHasCIN20s - CeHsO3S

SF&E 567.05

% R BE~FEABROHEREDOHM R TH 2.
AH ) =ICETRTL, T =) (99.5) II®
RBEFIZL L KITEBFITL W,
A5 ) —=VER (1-100) dhelEzsmRsS 20,

(LS

‘ ©/SO3H
 _Cl
©/ R OBGEE(R

B R H198TC (53AR)

20. BHRWL EDER
(OD#®)
20.1 7 VI ¥ o —REHBRINER. KRBT TRET S L.
20.2 FADOFERIFIESR. K2 BIITRET S &

%22, %

(P LOYEVEE2.5mg [F=T77])

100%¢ [10%% (PTP) x10]
1408 [1488 (PTP) x10]
500#¢ [1082 (PTP) X50]
5008 [F5AF v 7. NT]
7008 [148% (PTP) x50]
1,000%% [10$E (PTP) x100]
(Z LOYEVESME [T3T77])
100%¢ [10%E (PTP) x10]
14082 [1488 (PTP) x10]
500%¢ [108& (PTP) x50]
50088 [ AF v 7¥Hi. /NF]
7008 [148% (PTP) x50]
1,000%% [10% (PTP) x100]
(FLOVEVEEIOME =77
100%¢ [10#¢ (PTP) X10]
(7 LOYEVOD§E2.5mg =T 7))
100%E [10%E (PTP) x10. #ZBHIAD]
5008% [108 (PTP) x50, HZEAIAD]
5008 [FIRXF v 7. NT. EZIRAIAD]
(P LOYEVODEESmME =77
100%% [10%E (PTP) x10. #ZEHIAD]
5008 [108% (PTP) x50, EMEAIAD]
5008 [FIRAF v 7. NT. BRAIAD]
1,0008% [108E (PTP) x100. @A D]
(7 LOYEVODEE10mg [T 7))
100%E [10%E (PTP) x10. #ZBHIAD]
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