20244 1 HSET (45 1HR) BAEEEREES
872171
=MMESE - BOGEREE
e CaltinZ
BAERS 7LO07VECANYIVEESE
SYLSS
LAY I:o/ﬁ2.5mg T,
5 «
LAY E Y s 5mgrer.
Sy <
LAY EY s#10mgrer.
AMLODIPINE Tablets 2.5mg, 5mg, 10mg “ISEI”
BERERA 7LOYECANDIVEREORER RS
S YLECSS
LAY E Y opst2.5mgrer,
' «
FLAYE Y obst 5mg e
&Y «
PLOYEYopst1ome rer.
AMLODIPINE OD Tablets 2.5mg, 5mg, 10mg “ISEI”
$£2.5mg $t 5 mg $£10mg
AREE | 22000AMX01228000 | 22000AMX01220000 | 22500AMX00351000
HR5ERA 20084 7 H 20084 7 H 20134 6 H
Bf R SRR
EAHIR 3 OD$#2.5mg OD#t5mg OD#E10mg
W LA [ ) AREE | 22600AMX00435000 | 22600AMX00436000 | 22600AMX00437000
) EE—EMSEORTEICL D EHT Lk BRoERA 20144E6 201446 20144F6 1
2. B2 (ROBEICIIBELEVNCE) Wiy, | D0 Y EODiE 7 AUY Y OD$E| 7 41 Y Y Y OD§E
e e - s R e 2.5mgl 1+ 1| 5mgl £+ 1 | 10mg[ 1 £ 1 |
Yk Y)Y RAbE IR L S
;%FU ) A LARUE DRLERE 0 8 AT it Y I TE
o kL] wAE L wAE A
3. 4 - PR Feif | | AT | S | S| M | SR | FE | W
- ERY s 2 R\ |/ aa\ra
3.1 18 &s — o7 =
B4, T7AaYE VEE TAOY Y VEE TLaOYY U e 7 Omm
e 2.5mgl 1 1 | Smg[ A+ 1] 10mg[ 1 A1 ] R 2 15mm
15t 15Edh 18 e 100mg
HF 720y | HE 72ul¥y | HE 7oauavEs B g — | 1C-536
ARG | N OVEEEES . A7Tme| N Y OVERKEG . 93me | S VERELS . 87me
(7apyErEL|((7arudrbL|(7aaTErEL A ek r
C2.5mg) C5mg) C10mg) 4. ;ZH"R‘;%%
BV T— 2. oK) Y RAEANS T A, T T ORMEE
g |V E VBT MUY AL AT Y VB SRS YA, € O LIE
" TAT—Z, ¢ 0T=L6000, BALF 5 >\ AN F N o e e
o 5. 3EENEHRICEEET X
oG 2 5mal £ &1 | 5mel 1 &A1 | 10mgl £ + 1 | PRI DR T S 20
15t 15 15 e
OR 740V Yy AR 720V AR 740V 6. AERUVHE
HRR | YOV 47Tmg| N YOV RS . 93mg | Y VEREL3. 87mg (8%2.5mg. $&5mg. OD#E2.5mg. OD#E5mg)
(72 EYEL(7AUYEYEL(TARVEYEL e ML R
T2.5mg) T5mg) T10mg) W, RAIZIET A8 Yy & LT2.5~5mg% 1 H 1R
D-¥v ==, fifEIU—A, JOAKLF, 7X 59 %0 e, FERICE UEEEKT 245 DRATS LG
WAl SV T —A(L- 722V T I =LA, 1- A ¥ b—)b,

AT TV VTSR

YU, Hfss

3.2 WA DMK

o4

7TAOTY U

VN =R

VPN=AZZ

2.5mgl A+ A1 ] 5mgl 1 £ A | 10mg[ 1 A1 |
. TANLT=T 4 | EIEAD 7 4V L | EHAD 7 4 VA
g v Uk d—F 4 YT I—T74 VT
i3 S S e
I | FEE | A | K | ZEiE | HIE | T
R = 0=
[ERES 6.1mm 8.1mm 8.6mm
JE& 3.0mm 3.6mm 4.1mm
i 104mg 207mg 258mg
akpl T — N I1C-531 1C-532 1C-533

(X1 H1E10mgE THET AL 2 EATE b,
WL, 6L Eo/REICIE, TAau Y e L T2 5mgx1H1

BT %0 i,

B UiE

ke, ARE, RIS X D EEERET 5,

WE, RAIET7L20 Yl L Comgx LH IR 54 5,
B, JERISS CEERIRT 5.
(#£10mg. OD#&10mg)

o5 ML AE

WE, RAICIE 7280 e LC2.5~5mg% 1 H1#E 1%
595, B, ERID CEEEKT 525, SRR REE
WZIZ1IHLEIOmgE CH®T 5 2 0 TX %,

B LiE

HEL. RAICIET7 A8y L L Comgx 1L HIREETHS9 %,
B, ERIZE CEEERT 5.

7. BERUHAZEICEETZEE
(8%2.5mg. $E5mg. OD#E2.5mg. OD#E5me)
6 L ED/NBADOPR GBI L Cld, 1Hbmgh Bz 22 &,



8. EELREXNIE

8.1 BEMEHICESK DT VERHODLNLIIEDRHLDOT, &
FifE3E. BB OISR % 1 ) B4 30E 3 2 BRI I3
IHLHZE,

8.2 AFNI b I S R G k1R b AR R FEIERD RS
BOENEDT, AFHGPIERIMMOBER 2 MHHT 5 & &
X, HEIE OB SEREICRET 2 2 CEEICRSG 52 &

HENEE2FI5B8EFICHATEE

BHHE - BEEEOH 28E

A BECIENEVES
SHICIMEMETT5BZNHDDH 5,

9.2 BHEEERE

9.2.1 EELBHEEEODH 8L
FEE P CERAEMKR T35 2 & 0B 5,

9.3 FFigelE=aE
BERICIZEEICHS 352 L, mHE(10mg) 2BV CaEIE
HOBEBEDPELI L BFNDDH b, AREEIFTRIFENS
7o I HR IR FE 2 0 HE R N O I HP R 1 — T ] il AT T
(AUC)HHIRT B Db, [11.2, 16.6.1 BHH]

9.5 1Ti@

TR IR L C WA ARl & B %53 B A 121,
BR ORI EHIEZE L5 EHR SN B HEIC0RES
T5Z b, BWERCERAMICRG T 5 & IR B K 05010
BIAER T 5 2 EABD LN TWABY,

9.6 RILIZ
ER OB R ORFLRFBO AWM E ERE L. L oML
EHIEERET 22 Lo B MREFLFARITT S 2 Ei s
TW5h2,

9.7 INRZ
R AAER, HrAR, FLEIZ6RAMOMBEZ G L L7
PR AER LT L TV,

9.8 SipE
AR (2.5mg/H) 2552 BT 5 4 LEREICHES T2
o —fRICHEDOREEIZTFE L v SNTw5b, (RNENRE
AREE M EEDTE <L MR FRIAE 7 2 EmAT720
ENTW5Y, [16.6.3 ]

10. #HE(EH
FHRORHNZIGE L L TEYRHBERCYPIALD MG LT b
EEZLNTWD,

10.2 GRAZEE (BHRICEET S &)

9.
9.1
9.1

FRIAE WEAAEIK - #1755 W - fabEiEF
FEEAER % A5 2 3550 | BEIEEH 2SS b BIHEIC/EH 2 3 5
ENDD Do BENWHYDH D,
CYP3A4HLEH ) 2a<A Yy ROV | RA O A A
)AL Yy | VFTELEDOPIC L | HES NS TN %
UNFTEL D ARHIOIMAFREEDS | 2515,
) M FEL AL 0WEDRD 5,
VMLV EN -
N FEV
4 NTFaF =5
CYP3A47%57] AF) O I g FEAME T 3 | AR F o A R S
VI 7 EVVE |\ BBENDED D, LR EZ M b,
TV =7 7)W= V| KAOEEERPERS | 7L - T 7=Vl E
Ja—2R NLBENDD D, FN DG HARAOMN
HAEMEEL, AF ol
A LA A AR
WnEzohb,
SUNARYF T UNAY F 80mg (| B IEAHTH %

WARKRROE ) & off
IZE, vonzay s
Y DOAUCHT7% b5 L 7=
LOWEDDH B,
BERICE D 7 700 A A
DI EES EF L. B
[EESED Y 711 A AD
AEREBT 2820
Wb PEHKIZIZS 7
0 AADMTE % €
=5 =L, LEZILLT
o) L AOME%H
BELH L,

) LA AF Ly 7a) AR,
F & LTCYP3A4IZ &
DR#E sz, BF
i P/ = ) RV S
ORHBAHHE SN B 0]
VD EZ 5D,

1. BEA

KROBWERDBHEbINASEZ EDVHDHDT, BEE 51247\,
DRSO SN 3G 2 i+ 5 7 S 2 LE 2 4T

)Tk,
1.1 EXLEENMEA

11,11 BUEERT R CHEERE]) . FTkaeREE. B9 (0. 1%Ai)
AST. ALT. y-GTP® EAFHEZ M) RS’ D bbb

CENDH D

11.1.2 SEFRREAE HEAH]) . BIERRD (0. 1%Ki) . /MR

D CHEEARY])

1113 BE70y 7 (0.1%KiH)
IR D FVEOWIIERDS D b b Z Wb b,
1.1.4 HERUERBE HEA)

A 7).

CKEFA, MR TRPIA 7Oy I
B bbb izallid, #5ehik L, ERREZT

F-4E
Nl

T 7z, BRUHRRE I X 2 QB REOIEIEET 5 2 Lo

1.2 ZOROEIEA

0.1~19%Aik2) 0. 1% £2) SHEEAH
ffiE |[ALT. AST® k| y-GTPLR., #H EAK
Ao AR BE
Al-P. LDH® k&
TEEREE [(VEMEED T (M. BIAMIGE . 05 0T BRIk
(B, BEMALEE7ey 7, ifEL. O
)L BhIE AR | B, Jemh, SR
*
A (O F V- 55O EIRA. Rk, FMHREES KaoehiE. TR,
MR | U - B HEAR AR
WALEE [ L AL TE LA R, TR - kRS
M4, - M- i, HEE RSN, 0w
R AN S
o i EERITAE . R, T | BAETE . e
[ER
WR - | BUN L& JLTF=v RS HR - (PR EE, HER
b WA, RERA . R B
Ik, SR E b
e miEa L A5a—)v k&,
w CK b5 wihE, HERHE.
JR 7R v R
ki FRIMER, NEZTVY >, FMMORAD
MERD KA. H mEREE 0.
B3
WEHE | 5695 ZI¥E. LAME. il | % B ALBE, I
TBUE %, IME 7
1 GERNC & D) i IEE
Z M |4 H BRIk Lo, B, B, &\ Wbl E. B
W, PREEE, ET. B, BE, BE
B, ZEER, HUTEVE . PRI BN, AR E A,
REE, SRR, Z0F. PR, EEA
i) v A

TED 10mg~ORRZ & ) SR 51 72[9.3, 17.1.1 2,
152) FEBUH R (AR % & .

13. BERE
13.1 fER

BEOKRMIMENIRIZL D, Y av s 2GLF LWILEIRT &
SRR E RS2 L nsd 5o

13.2 L&

R I 2 Ve KRNI EBEMERPE 2O, BT
L BBEIIHEMTIE R,
T/ AHRHERISEER 2 %S Lzha, AR OAUCKE
99%ikA Lo BRAI2KE I 2 CTHA9%I8 A L 72 2 L n b ARH &
5B OUIPHMHILE & L TR G0 H T 2 L b &

nCTwaby,

14, A EDEE
14.1 EHFFARBOEE
€7

1411 SHEBREROIHEHT L2 &

&, RO E30H LIS 2 2 &

(OD#®

R

RS 25812

14.1.2 BRI EAT 5 Lo SHEeDE BTRET
BEEITE, WA, BRI 5 2

14.2 EFZFEOEE
(BF|HE)
14.2.1 PTPa%

DHEFNIPTPY — bMWY L TIRHT 5 &

HIEET ST Lo PTPY — FORBEKIZE D . B HM Al



REAHIA L, BEICIEZEALE B3 2 L CHEFBI 25 0 EE 2 4 b
FEZ T A2 DD b,

(OD##)

14.2.2 KFZPTPY — A5 M L CTHRAFT 23513,
JeE MRS 2 L IRET LI L,

14.2.3 AFNIFO LIZOE THERZRE S5 BT 5720,
K LTIRHWTHETH S, T2, KTRHTHZ L TE S,

15. ZOMOEE

15.1 ERBRER ICED 155

RBAR IS TR WAS, AANC X B EFTI L E SR
HENR (OB % B ) AR ST & OHEE N B 5 .

16. EYENRE

16.1 MePEE

16.1.1 BEE%E
fEFER 2060127 20 Y ¥ v & L Tl0mg% Hlal# 5 L 720
TMAE P EE O Timaxs Cmaxs AUCo-1ase X Ot12ld. ZFILZF N8 . 0FF
M (fhokfif) . 5.84ng/mL CF35MH) . 278ng - hr/mL CE39fE) &
O35 1HER CF3ME) TH D . SAEIAN & Ll L 724558, FEET
%Of:ao

16.1.2 R{E#HS
TR 66 CEIAERR33. 5/ 1720 Y ¥y b LT2.5mg#x 1
H1ME14H B EE#RS L2GaoliEm 7y o0 Y ¥ ViR,
256 ~8HZICERIREIEL., DBROBRIIZD SN0
720 WG H (140 BH) O Cmax e WAUCo~24nrlZ L Z 1
3.5ng/mL} U%61.8ng  hr/mLC& 1) . #EF5-H (1.4ng/mL
K 1'19.3ng - hr/mL) DFIMETH o 720 FG-hikfa, MiEThE
FE (0 L. #5515 H B 2130, 24ng/mL E 7 5 729,

16.1.3 £HFHIFRIEMHER

(FLAOYE82.5mgl 1 &1 ])
T7LAaYY 52 . 5mgl 1A 1k VN 7 §E2 bmgw .,
BMABTFICZNZNE(T A0 J Y 2 & LT2.5mg) 225
FFECH G- (7 0 AF — =) L, MiEh 70y ¥y
PRiE R 2 ME Lz, Eo /-8 yEikE xT 1 —% (AUC,
Crnax) 2 DWW THEETRNT & 47 o 788 5, WA 0 B W20 Rl 2214 Y
FEFRENTD,

B G TGOS BE N T A — 5

N=p=3
JUIISINN

HENTA—F BEINTG A=
%%HZ AUCo-72nr Crmax Tmax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)
7 AU Y E Y EE2.5mg N . . .
Tf44) 57.96+14.69|1.85+0.34(6.7+0.7(33.29+7.99
JOVNA 7 §E2 5mg | 64.83%20.53(2.02+0.59(6.9%+0.7]35.04+7.12
(Mean*S.D., n=10)
(ngsmL)
-~ TAUVYE  EE25mg [1+A ]
i 24 . s,
W -O-  JJUNZ 7 $E25mg
';’ (Mean=S.D., n=10)
A 18
4
vo12 F
X
v
X
B e |-
i
JEE
0 | | | | |
0 6 12 24 48 72
PGB W (hr)

MU P IEEEIE ONICAUC, Coaxd®2 D785 X — 0, WERE O RIR,
M OPRINAEL - R SF OB R X - TR 2 1 BEED D % .
(P LOYE§5mgl1 &1 ])
T LYY UEESmel 4 A & VN A Y §ESmegE . EE A
BrIcFN2N1EE (7 20V v & L Chmg) ZeBE I .l #E
e (oA — =) L, MEh7 209 s Ny VR
FEARME L7z (5O N/-3WEEE/ ST A — % (AUC, Cumad) 122
WCREHRIT 24T o 72058, TR OLEM i RS EAERE S h 72y,
BRANGER T OEPYEE/ T 2 — ¥

HENTA—F BEINTG A=
BH %, AUCo-72hr Crmax Trnax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)
7 AUY Y YEEbmg
T4/ 127.98+23.55|3.65+0.39|7.0£1.9|33.92£10.53
JIVINA 7 §E5mg 146.71+32.83|4.28+1.12|7.0=1.2|31.25%+6.23
(Mean*S.D., n=10)

(ng/mL)
- TAUYV Uibmg [1 A |

s L
.‘J»jﬁ]l -O—  JJ)UNZ 7 §Ebmg
Tt (Mean=S.D., n=10)
A
S
SEEPS
A
M
/\\ -
voo2r
)%
E?’ﬁ
m o L
B
0 Il Il Il Il Il Il Il Il
0 6 12 24 8 51 60 66 72
% 5-1% 0 R (hr)

Iﬂl(ﬁ*W(%fgjﬁU‘\LiAUC\ Cmax%@/\oi )< _ 7 Ci\ %Ei%ﬁ%@l%;}ﬁ\
MEOFRIUAEL - RSO RBREATIC £ > TR DR DH 5,
(FLOSE EEIOmg[ 1 1))
T ATV YEEIOmel 4 A JE 2 VNA 7 EE10mgE . R
ANBFIZFZNZENLEE (T 2102 ¥ ¥ & LTl0mg) Z2I5 I Hi ¢
O35 (7 a0 A4 —N—) L, M8Eh 7 2098y XY OV
R E L7z B o N3 EEE /ST X — & (AUC, Cmad) 12
DV THRERHNT % AT o 72 K5 H . WA O A W 32 11 [R] S5 A RE &
ﬂf:g)o
HHHN G G OSEWBEE /ST A — &

HEI8T A =5 BEINT A =4
B % AUCo-72hr Crnax Tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
A0 T UEE
T AB IS GI0ME 0o 41258 00(8.871.77|5.961.03] 33.8346.86
(44
JWNA 7§ 10mg |246.07%44.55]8.81+1.08]5.86+1.10[34.05=7.60
(Mean=S.D., n=14)
(ng/mL)
1(1) r . 7AOVY L 510mg [{ 1)
g% 0l —O—  JJ)UNZ 7 $E10mg
i . (Mean*SD, n=14)
5ot
vo6r
75
~
PV
)12
B3
i
w2
o
0 | | | | |
0 6 12 24 48 72
P& 5% OEER (hr)

MBI OIZAUC, CaaBED /8T A — 5 1%, BElEE ORI
MR OBRITENE - REEEE O FERSAFI X > TR L RN D 5.
(7 LAY E>OD#E2.5mgl[1 &1 1)
7 AL0Y ¥ ODEE2.5mgl £ &A1& 7 240Y 0D§E2.5mg% .
JUAAF—=N—FEIZE ) EFRENIE (T2 ELT
2.5mg) R NS TS ZEIE IR K 20 U R OV 2R R IEK & ) C HL ]
RO G LA R LRI EE 2 e Ly 15 5 /- 38 mi
I35 A =% (AUC. Cumax) (2D TI0%IEHAX H3: 12 THERTERAT
AT o 7245 F 1og(0.80) ~log(1.25) OFIPHNTH b . WiHl D
WY R EEVE SRR S 7210
FH GEdx G R OSBRI NT X — 5

HoE/ 8T A =% BHEINTA—F
B4 AUCo~72hr Crnax Tmax t2
(ng - hr/mL) | (ng/mL) (hr) (hr)
K7 50 ¥ 20Dk
E 2 smgl 4 A | 45.5%11.1 |1.19+0.29|8.8+2.9|43.2=14.1
el 7 Am Y &
|7 VY ODSE 4o 4199 |1.2740.32|0.322.4] 40.9%9.6
5-12.5mg
k|7 A8 Y ¥ 0D
% 2 smgl 4 A | 50.612.1 |1.40+0.25|7.1£1.5| 41.9£7.0
T onE
i\ 7 VY ODEE 52 04106 [1.5120.24(7.021.9| 41.5+9.9
5-12.5mg
(K7 L#5 : Mean=S.D., n=20)
(k®H Y $H5 : Mean=S.D., n=20)



K7 UAE I 515 O M2 e e
(ng mL)
16 - -~ 7 AU rOD§25mg [ 41 ]
14 b -O- 7 .auYrODE25mg

12 + (Mean+S.D., n=20)
10
08

06

FEEV MO SNBSS

04 -

02 H

00 I I I I I
0 6 12 24 48 72

P51 DO (hr)
K ) KECH G- 0 MAE 2
(ng mL)
18 -

-~ 721UV ¥ rODiE25mg [ &A1 |
-0~ 7 A1 YrOD§E25mg

14 F (Mean+S.D., n=20)

12

16 -

10 -
08 -
06

EE VMO SNBSS

04
02

00 I I I I I
0 6 12 24 48 72

5.5 DR (hr)
MAE I NZAUC, Coad D235 X — 7 1d, BiBRE o#EIR
PRI OFFIURFYL - BERSEORERS S & > TR 2 W RN D % o

(7 L0OY EODsEsmgl 1 &1 1)

7 A0 Y ¥ ODsEbmel 4 ¥ A J& 7 A0 0ODSbmgE . 7
O 2F—N—iEIcL ) ZEnENlE (70 ¥ L LThmg)
TR N5 F I 22K 20 U R OV 22 B R K & 1) C B R T4 5
L CHEi R bR IE 2 HE L, 55N/ 3EmENEE/ T A —
% (AUC. Cumax) 122V T0%E MR X 2 CREHIIT 2 1T - 72
fEF 1og(0.80) ~log(1.25) DFFHHN T V) . MHI DA
FEMEATERR S 21,
& B SR TGOS BE N T A — 5
HEINT X — %

BHEINTA—F

BH| %, AUCo-72hr Cmax Tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
k|7 50 Y €2 oD . . . N
thgr4k4j 80.4+13.4 |2.12£0.41|7.7=1.8| 39.25.4
o PR = VAN $E
2 ;;g YV ODSE| o1 14189 |2.3820.61|7.8+2.5] 38.347.3
K| T HE V¥ YODEE N . + +
% el 4 24 | 93.9+14.5 |2.54%0.45|7.2+1.6| 43.329.9
& ;;gtly‘/ODfm 95.1=18.1 |2.61+0.54|7.6+1.9| 41.6+7.5

(k% L5 - Mean*=S.D., n=18)
(k@ ) #5 : Mean=S.D., n=17)
K7 UREIIH G- 0 e v i i

(ng mL)
30 N .
-~ 7AuYYrODfEbmg [+ 1
25 - -0~ 7 .41 »OD§E5mg

(Mean=S.D,, n=18)

&

FEV GO SNEEE
&
T

=

20

05

00 I I I I I
0 6 12 24 48 72

G-t OWEH (hr)

TR & 1) FE G- e D AL i L
(ng/mL)
35 N
-~ 7AUYYrOD$EBmg [ 44
30 -0 7 .41Y »0Dt5mg
(Mean+SD., n=17)
25

20

RREV MO BEE

05

00 I I I I I
0 6 12 24 48 72

5t o RER (hr)

MAEAEEE ONIZAUC, CaadBED/3T A — #1%, Bilrg oF:IR,
PR OB - WSO RERSEAFIC L o TR 2N D 5,

16.2 ORI

16.2.1 BEOZE
fEFR AT 28 Y & LTomgk 7 @A+ —N—3F2X )
ZefE IR AL AR IS B LG L 725 A O BiRE /X7 X — %
WCHEEZIEDONT, T2y ORI RIZTAEREDOE
BII Db DEEZSNBHY,

16.3 9%

16.3.1 MIFFAFEAE
b MISEEE & OREAFIZ7.1%TH > 7219,

16.4 {Xa
FE-2REAHEKIE S e Fa ) Dy Boib LY ) YU
KR ZEDEALIIIL T I /1K Td - 7219,

16.5 HEttt

16.5.1 FRepHE
TERER GBI T 20 Y Y v & L T2.5mg X idbmg % Hi Al 1%
G L7286 WRPICREIAE LTS N &1/ 8 <
WINOFGEIZB T D R RZE RSP 5 24 B8
FCICHEGEDORHI%., 144 F T8 TH - 7o T 72
2.5mgx 1 H1A14 H B#EE S L 72356 o R R s 335 5.5
H6H HCIIZERIREIEL., 6H HLUFEOLIH K720 oK%

LR DR HERERI26.3~7.4% T - 72019,
TEEER A 2B UC- T3 7 A0 2 ¥ 15mg % LA L1355 L 72
Yitr. $512H B F TICHGBUTREDS9 . 3% 13 R . 23.4%1%
FCHEI S L G RT2EEE F CORPBETEED 9% KA L
RCTHo720 ZOMIZTEDREWHFED S (FHEINT— 5 ) o
B, INOREWICIZT AU YR Lo CEBEERIZEED
ENTWwivy,

16.6 HENDERZFIHEBE

16.6.1 FriggEpE=AE
B A28 B (Child 08 A, B)sflic7au ¥y e LT
2.5mg#% WA ¥ 5 L 72356 O i F R EEHERS I OV SR B RE /X 5
A=FEIHROEOBY Th b HEBRAIZIL L, #5728 H
BOMPREIEZIZEA L, tie. AUCIKRREEZ R L
DEHEZIED SN h o720, [9.3 2]

(ng/mL)

o [FAERESRE (n=5)

s O fREREA (n=6)
m e #p<0.05
=] Q’ R Mean+S.E.
0.5
E
Y\*\
0.11 \‘\9
612 24 a8 72 96 120 (858
5% EH
Tmax Crnax AUCo~e t1/2
(hr) (ng/mL) | (ng - hr/mL) (hr)
NrbkrEREERE | 7.2+1.2 1.9+0.2 ]104.0+15.5 | 43.0+8.0
FEHERL G 7.3£0.4 | 1.64+0.07 | 68.1%£5.4 33.3+2.2
HEABUE ‘n.s.
Mean=S.E.

16.6.2 /)2
BIMEESEE T 20 P ¥ » & LCLHL.3~20mg% Eiiix G- L7z
FHEREEMBIEERROKE R, 7 ) 77 > A CPIgE) 13, 6~125%
(34191) T24.9L/hr. 13~177% (2861) T27.9L/hr & e S 41, B
NZBUIBHEEFERETH 27210 (PHEAT— %),



) NEEEICBW AR OKR SN /-1H#EHHEIZ2.5mgT
Hbo
16.6.3 =eE

BAR S MERE R EOH (B2, T4, FIEMTI. 7T ICT a0y
¥ & L Comg# Hilal, K OSHMKERS L2256 03 mD)
ST A —F 13RO Th b, WAES L GE. HaEm
A (6, FIE#22.35) 12 Ly Coaxe AUCIEE I B H
ZRLIEA, tpll HEEIEO SN Lo, KERS I
BELZOMBER 7 20V EERIEEEL ) OB R L
DL FONNY — VIFHEBRICHELLTBY . BEZTEOER
AR B EIIZERD H I h o728, [9.8 ZHH]

GAF ) I FAE A
B G0 | ARG | Bl G R | RO G-
Cmax (ng/mL) 4.24%0.080)[14.9%2 22| 2.63%0.35 |7.51+0.32
Tmax (hr) 7.2£0.49 | 8.01.8 | 6.7+0.42 | 8.0+0.7
t1/2(hr) 37.5%6.0 |47.4=11.3| 27.7+x4.6 | 34.7£2.7
AUC(ng - hr/mL) [116.9+8.4b) — 63.2+5.5 —

Mean=S.E.. AUC : 0481

ap<0.05, Pp<0.01 (vsidHE#)

16.8 ZOfth

(7 LOY E>ODSE10mgl 1 &1 1)
7 A0 Y ¥ rODEELIOmgl 1 4 Nid. [EEAEL 5RO
BIK O EW R SEERER T A ¥ 4 CERBI84E11H 24 H 3
HEAIEE112400475) 12D &, 7210 Y ¥ rOD#E5mgl 1
LA R RERARI L Lo &, BIRBEINEL (. AmFmic
[AJ&5 & e S 721D,

17. ERERERAE

17.1 BIHRORSMICET 558k

(S IMESE)

17.1.1 EINE I HERER
7AaY ¥yl L Tomg#wl HIMQHE S %12, IUHImT
A 140mmHgPl b % /R4 #3056 % “HEIZ5 ¢, 7Aaa Y Y
> & L C10mgXidbmg% 1 H 1M #%5- L 72 & & O I
JEONR=Z2F 4 50 BAEDOFYMEIZ, 10mgHET
13.7mmHg?D & T . bmgi T7.0mmHgD KT TH Y . MWifEHE
WHREH I B R DB S N7z,
B A R 2 S ORIMEH OSBRI, SmelETi33.9%
(6/154450) 12, 10mg#Tl1x9.9% (15/15161) 1278 H 7z, B
i (10mg) $&5- e\ AR IE S E WV AEEE CTRBo S A1, 10mghfT3.3%
TH-7:%, [11.2 ]
EHI2, fkfe R LCER L -EWRSGRBcTan Y
L L C10mg#% 1 H1RGEE U Co2 M %5 L 72 Bs . WU I+
DN=2F A 5 OEALEOFHMEIL, 15.6mmHgDET %
7_1:\‘ Lf:_’lg)o

17.3 ZOft

17.3.1 FERBICRIF T HE
5% PR % e U B R 4361 (B9 LL T 2 570 L E) 127 4
oYY e L CIHL1A2.5~5mg (—FBOAERIIZ 137 .5mg T THY
) 2 1285 L TOHHREHIIZITE AL EE L 52 o0,

18. EPEFIE
18.1 1ER#RF

A D NEBENARGEE S IV 7 A F % ¥ FOVIZERISES L.
MBI~ DCa2* Dt A F P S5 2 L2 0  JIE R KR
MEOTIFHG 2B ST 5, 7V AREVWEH OFBILEER
THY ., FHlTH D, Tz, OEHIERIZEE <. M SR
WD SN TV DLW,
18.2 BEE1ER

AR MR EEE 7OV (BT HARSSEZ v b BT A
INNZBWTC, RS T T RO S BIA RS Ve R
HMABEWZ LD LNTEBY ., S TCOMHEORH L &
W EDFED HENTN 5B,
18.3 ESIMEIZHES LIEBEADIER

iz Dahl s v o7 A0 DY v A 1058 R DL s 53
BHZ XD AL D I S b O T B AR O A KL
T4 7)) VIRAESOMBERE DS EIE S Tz,

A B EEIE S v P27 48 Y ¥ 2 3mg/kg/ H % ik
53522125, MELFOEGIR OIEamah RAFRD 517z,
F 720 DO, B OMEIEEIIRSE, SRERIEREE, IR
MEEHSEOREOZRE SIS 20 123 S 7z2).20,

18.4 HIROEER

S v MO BT, BRI/ BRI o O AR R % 3
NIRRT AU Y UG CIREE ERTOIURE D o
[EAE AR HE S A, HLKRNCaZ* & OB 2SIl & 7z MR

—5-

ATPEK U7 L7 F ) Yk o b e S, O Rl
MR ENT,

A3 AR S B\ T A dp/d e OV SEIIGHE
FIF L DHBRERIE R b i L7222,

19. BERSICET B EBIEZHER

—fgs - 7 A V¥ XY OVEEKE (Amlodipine Besilate)

b4 © 3-Ethyl 5-methyl (4RS) -2-[ (2-aminoethoxy) methyl]
-4~ (2-chlorophenyl) -6-methyl-1,4-dihydropyridine-
3,5-dicarboxylate monobenzenesulfonate

4330 1 CaoHosCIN2Os - CeHeO3S

f&= 1 567.05

Tt

o /\/NHZ

0. _-CHs ©/503H
: cl
O/ KOG R

R ARMIHEE~TEAROKREONETH 5,
KElE AL 7 = VIZHETFR T, 8 /=)L (99.5) 12
RRBFFIZL L KITHETFIZ
KD A % ) — VTR (1—100) (3 HE M 2 7R S 72 v,

B A #9198T (431R)

22. @i
(ZLOYE 2. 5mgl1 1))
100$E[10$E (PTP) x 10]
10003 [10% (PTP) x 100]
5008E[/3F (B )]
(FLOYE#ESmg[1 &1 1)
1008 [10%E (PTP) x 10]
10003 [10% (PTP) % 100]
5008E[/3F ()]
(FLOYEEEI0mg[1 &1 1)
10082 [10%E (PTP) x 10]
(7 LAY EODEE2.5mgl 1 &1 ])
1002 [108E (PTP) x 10] GZIEHIA Y )
(7 LAY EODESMgl 1 1 1)
100$E[108% (PTP) x 10] (#2HEAIA Y )
5005 [1082 (PTP) x 50] (RZ1EHIA D )
(7LOTEODEI0mgl 1 &1 1)
1008 [108E (PTP) x 10] FZEFIAY )
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3) &k K%l Geriatric Medicine. 1991 ; 29(6) : 899-902
4) Laine K., et al. : Br. J. Clin. Pharmacol. 1997 : 43(1) :
29-33
5) R AICBIT AT 20 10mgH Bl # 5B %2 4% &
SEWERE (7 20 Y Y - ODSE. / VNA 7 §E - ODSE -
20094E2 H 23 H7KRE., AR )
6) HEYEIFIZA ¢ BRIREESE. 1991 5 7(7) : 1407-1435
7) FEPVERE A SRR (852 . 5mg)
8) ALPER} AWy [F Z ks ($E5me)
9) FPUERL - EW AR [ SEE R ER (5210mg)
10) #EPvERE - AW MR ER (OD$E2. 5mg)
11) FEPERE - A0 RSB (OD$ESmg)
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