% 20244F 10 H E2ET (45 2 fif) AXEEERIEES
SIMELE - B OEAEE
iR Caltin®
HAZERH 7LOCECANVIVEER
o os
rLaYy I:o/ﬁ2.5mg T,
Sy «
LAY E Y s 5mgrer.
5 % <
ZLOYE Y 10mgrer.
AMLODIPINE Tablets 2.5mg, 5mg, 10mg “ISEI”
BAERH 7LOYEANDIVERIEORER ISR
o °~
LAY E Y opst2.5mgrer,
&Y «
FLAYE Y obst 5mg e
5 «
LAY E Y opst10mg rer.
AMLODIPINE OD Tablets 2.5mg, 5mg, 10mg “ISEI”
$£2.5mg $t 5 mg $£10mg
ASBES | 22000AMX01228000 | 22000AMX01220000 | 22500AMX00351000
BR5ERAMA 20084 7 H 20084 7 H 20134 6 A
Bf R SRR
EAHIR 3 OD%£2.5mg OD#$t5mg OD#$¢10mg
EN et -] ABES | 22600AMX00435000 | 22600AMX00436000 | 22600AMX00437000
BIEE, LT SERR SR b
) EE—EMSEORTEICL D EHT Lk BRoERA 20144E6 H 20144E6 H 20144F6 1
2. BE(ROBEIIIBELEVIE) i, 7ARY Y ODEE| 7T ARV Y YODEE| T A1 Y ¥ L ODEE
s e e o i e P e 2.5mgl £+ A1 ] 5mgl £+ 1 | 10mgl 1 A |
Jre YDy R baEwica L JiE
e ) AMEEIH LBBUE DRI D & % AT T MEAD ESE | M R
= i wAE L YRS [PRiEN
3. 4H - M FEM | S | 0T | SR | S | BT | 2R | 2 | M
- R S 7 e [N 7
3.1 18 &s — o7 =
B4, N =AE VN =AE VPN =R e 7 Omm
oL 2.5mgl 1 &A1 ] 5mgl A + 1 | 10mgl 1 + 1 | 5 & 2.15mm
1§EH 1§EH 15EH R 100mg
AF 720 ¥ |\ HE 720y ¥ | HE 740780 Mg — N 1C-536
BRSNSV OVERES . ATmg| N OVEEIG. 93meg | S VK13, 87Tmg
(7rav¥relL|((7auyrkL|{(7aay¥relL 4. WEER ITHE
T2.5mg) T5mg) T10mg) = 1
BV O— A, WK SRKEANS T L, T TS ORMEE
g |V E VBT MUY AL AT Y VB SRS YA, € O LIE
w OXu—2, %70 T—16000. BT . AV F N e ot e e -
o 5. hEERISHRICEIET 2 FE
e 25mg[ {1 +4) | 5mglA+t4] | 10mgl {4 PRACE RN RAIIEFT S 2o
15 15k 15k . e
HF 720y ¥y |HR 72UV v | 7auvEy 6. AERUVHE
BRS |N Y OVEEKES. ATmg| XY OVIEEE6 . 93mg| N VRS, 87Tmg (§82.5mg. #E5mg. OD#E2.5mg. OD#E5mg)
(72 EYEL(7AUYEYEL(TARVEYEL e ML R
T2.5mg) T5mg) C10mg) WE. AT LAY E Y E L T2.5~5mg% 1 H 1R 1#%
D-<>r= b=, itV HO—2, JUARLE Y, TA 59 %, B, RIS UEEEERT 555, SRR T5%5E
whnEl SV TF—A(L-T7 2= VT I = AL, 1 A v h—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 &

BHENEREFAITHBREICHT IR
AHHE - IEEEFDSH 5 8E
A BEICIECEVES
EHIMEDPMET T 2BENH D %,
*9.1.2 DA2DH 5 BE
IR O E S & 2 EELAARED 20t R & L 7oK
FHERIZBWT, 77 R LI L CARABGE TR IE O 5
B Em o 7o L OMEDH B,
1) AH OGRS 7R Re IR UL T 5 ML E | B O AR Ui
THkbo
9.2 BREEEEEE
9.2.1 ERLBREREOH2BE
BEEIZPEOCERRREDCME T 2 2 8 0%H 5o
3 RS RE
BRI IZEE IR G35 2 & BHE (10mg) 128V CEIE
MOFREBBED G 22T RMD S b AANIEEL L THFET
SN D 720 M ke B2 0 HE = K OF L H i FE2 — B ]
T (AUC) MR T 2 2 & Wb 5o [11.2, 16.6.1 2]
9.5 147
TEAG JUTAEAR L T 2 W REME O & 2 i 53 2 B4 12 1
R EOARIEAERRIEE LI A &HIM S DIl DA
5 & W FERRTHARAINCE G5 & & AR f OV
REHIAER T2 2 LR LN T DY,

9.
9.1
9.1

*9

9.6 ®ILIF
B LOFRER OTEFLRBEORARIEL B L. ZIL Ok XL

EHIEERRE T A2 8. © MRIALPABATT A2 2 LA S
TWwh3,

9.7 \B
B AARER, Hrall, FLE 6RO 25 & Lz
MR FRER LG L TV 7e v,

9.8 EE
& (2.5mg/H) 2O 525G $ % % EEEICES T4 2
o —MRICHEEDOREIITFE L 2wE ENTwD, RNBIHE
AERC MR EDSE < MR R 7 A EHIATRRD
5NTw3Y, [16.6.3 ]

10. #HEEA
AFIORHIIEE E L CTHEMABEEFECYPIAIYE S LT\ 5
EEZLNTVD,

10.2 BHAEE (BHAICEETB L)

FH 5 BRPRAEIR - FEE By - fabRET
FEEAE 2 A3 23654 [ IEE AT S N2 B E IS« iR 3 2
ENDD D, BENDDH 5,

CYP3A4FH %] Ty Aa~A Yy ROV KA ORI B

TVAATA Ty | VFTELEDOHMICL|ES NS TR D%

INFTE L D, RFOIMBGEEDS |2 6N D,

) hFEV FAL7-L oG H 5.

A NFaF = )VE
CYP3A475EH] AH) O I P FE AR T 3 | AR F o AL M RE S

V77 VU | BBENWDH D, LU REMNEZ BbD,
V=T TNV —= V\KEOEEERPEES | 7L —T TV —TI12H
Ta—A NLBENDD D, F N DB HAF DN

HWEMEL. AF M
RS AT S T g
PP ERENS
WP EAITH %,

SUNAEF Y Y NA Y F »80mg ([
WARZOE &) & off
AlZXy, oAy F
Y OAUCHTT% L5 1L 7=
LOWERD Do

KD R L Cl0mgx &5 L2 H &I,

FAGE
1) AR

FRARAEIR - H5E
BERICE Y 700 LA
DM EEN AL,
BESDy 7 01) 5AAD
BT EBT 2B2h
W bo HHERCIES 7
0) A ADIMHEEE T
=& =L, LEIILLT
Yyl s ADOMExR
BpZk,

#e - fahA T
ES TR As DAY S
F & LTCYP3A4IZ &
DR#ESND 720, BF
Hizkh s 7o) sz
ORHHE S BT
BEMEAEZ BND,

1. BMER

WOBWER S 5o b 2 L Dd 0T, gL 512170,
SRRSO LN A3 G 2 Rk A 7 L) e i A 1T
5k,
1.1 EXLEMEAR
1.1.1 BERF 2 CHERBH) . FriggErE=. #|E (0. 1%K0)
AST. ALT. y-GTPO LH55% k) ITHREREDRH S b D
CENH D
11.1.2 EFFERIE CHIEART) . BIMEREA (0. 1%Ki0) . /R
W BHEEANEH)
1113 BE70vy 7 0.1%KiH)

Bk, ©FVEOMPERDH 5b b DD b,
11.1.4 HERUHBEFAE HERH)

WA, W&, CKES.. e R OJRF I+ 7y EAS
WHLbNIGEIIE, ek, S RLEEZITH 2 &,
F 7o, WO RMEAE |- £ 2 AU EEOIEICEE T L,
1.2 ZOMOEIER

0.1~19%A i k2) 0. 19% A =2) BHEEAH
& |ALT. AST® 1| y-GTPL&H., #iE gk
LN i
ALP, LDH® 5
TEBERR [T EED AT C 0 | Mg, WIPMIGE ., TR 30 AR
(B, B MALBEETa Y 7, ik O
). BhIE. MUEAR | EAED . Jemh, SR
*
Al - (O F v S5O E IR IR, KRR S Ko, IR,
iR | B - B SRR
HAERE ORI AL | 8. AR, R - k|
M4, - MR i, HERE R . A
%, JEEBIEG . H K
fifi - A SRR IO, AR N | BT A
5
W - | BUN L& JLTF=v A HIR - PR EE, PER
R T:E WHBEIR . TREAGA . TR | R
R bR ER BT
e MiEa L A5a—)v g,
1 CK b5, winhE, HERHE.
JRH TR BERG
HiLiE FRIMER, NEZTVY >, H M MORAD
MERD KA. H ImEREE N,
SRBE
WHE | 5695 ZIOHE. LARRIE. Gl | 2 AL B, I
Ui . IR
e GEIC L) AR
Z DM |4 E B EK Lo, B, B, & Z bl E. B
Wi, PRERE. ETE. K KE
W, FEEh, AHDELE . W BN, ARE R
R, EEEE. ST, M|EE. REEm
i) v A

FWHETRO 517z, [9.3,
17.1.1 ]
112) FEBUHEE (3R &,

13. BE#KRE

*13.1 fER

BEORMMENIRIZLY., Y avr2a0E LWIFIRT &
TR AR 2 L2 5,

F 7o, IROEMMREEA, RO MEFE S 024~ 48K 41258
W22 e0dHb, B, BRIPE, HHEMEREZHOE L
7o R E (B OB BT EE) 2SS & 2 2T REE D H 5 .
13.2 @&

BRI R RERII R V. AFNIETE S ENE W0, BITFIC
L BBRFIAERTIE RV,

F /2. RARABEZIEE RS L2Ha. AFHOAUCK
99%iE A L. RJA2MERH 2 Tl349%im A L 72 2 &0 6. KHIHEE
P G- ORI E & L CIEM RIS DA TH 5 L iE S
w59,



14. BRHLEDEE

14.1 ZHIFARBFOEER

(&

1411 SHEBIEEDICHNT L 2 &0 FHBICENT 5612
. R E30H IR 5 2 &,

(OD##)

14.1.2 BEBIIROICHETL 2 L, FEBELO 2 ETHET
LA R LR CRET A2 &

14.2 EHIZFEDEE

(BIFH£38)

14.2.1 PTPAREDOHEKIZPTPY — P A HHY L TIRF$ % &
IFEETH I L, PTPY — FORERIZL ), WS ATRATAE
AT A L, BEI2I13ZILE B 2 L CHERRIA 24 o Tk 2 & 0F
HEERT LI DD 5,

(OD#z)

14.2.2 RFEPTPY — b SWY) ML TRET 2861, 1A
Fem M TS 2 X )RS 5 2 &,

14.2.3 RENTTFO IO CHERZEH S5 L BT 5720,
Kz LR TH S, 720 KTIRHTAZELTE D,

15. ZDMOEE

15.1 BRARER ICEED < 155,

PREBAR I S 0TS, ARNC X B EFTI L E PR
IR (O PEHI & B ) A S LT & DS N B 5 .

16. EYENE
16.1 Mg
16.1.1 BE%S

TR A2061IC 7 20 Y ¥ r & L Tl0mg% K5 L 720
[ﬂlﬂﬁqﬂ‘(‘ﬁg@me\ Cmaxx AUCO’I&SY&Utl/Z‘i\ %ﬂ%ﬂﬁo%
i (pokf) . 5.84ng/mL (EIMH) . 278ng - hr/mL (F¥MH)
O35, LIE ] (CF34ME) T b . YREIA & IR L 724545, Rk
5726,
16.1.2 REHE

T BERL N 66 CEIAERR33.5) 17 A0 Y ¥ v & LT2.5mg#1
H1M14H B RE#RS L2 omiEd 7 202 ¥ Vi,
BH6~SHMBRICERWIREIEL., WEBOERIIZO SN Lo
720 WS H (14H H) DCmaxk WAUCo~24nr iz F N ZF N
3.5ng/mL % 061 .8ng + hr/mLT& V) . #al#% 5% (1.4ng/mL
T U819.3ng - hr/mL) D#3METH - 720 F Gk, Mg i
FEZHR L. 3%5-H1E5H H 12120, 24ng/mL & 7% - 727,
16.1.3 M FEEMRER

(FLOYE§2.5mgl 1 &1 1)

TAOYY V82 5mg[ A A 1& 2 VINA 7§82 bmgk . fEHE
BAETIcZ2NZN15E (7 A0 ¥ v & T2, 5mg) Z2EK; H
PRS- (7 0 A4 — "= L, MiEFR7 28IV
TG e A L 72e D N EIRE/ST X — % (AUC,
Conax) I 2D THERHIRNT 24T o 72485 5 TH 0 A W27 0 [R5tk s
TEFRE N7,
S BUE % SR DB S5 A — &

HENT A= % BEINT A =4
2 AUCo-72hr Crmax Tinax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)
7 Au Y ¥ Y2 5mg N N N N
T444 ] 57.96+14.69|1.85+0.34|6.7+0.7|33.29+7.99
JIVINA 7§82 5mg | 64.83+20.5312.02+0.59(6.9+0.7(35.04*7.12
(Mean*S.D., n=10)
(ng mL)
o b - TAUTY VEE25mg [1 44 ]
(”%l ' -o- VSR $25mg
i (Mean=S.D., n=10)
A 18
o
v
o2k
~
P
Ut
E% 06
b3
)T{
0 | | | | |
0 6 12 24 48 72

$- OB (hr)
I AP NIZAUC ConxF /X7 A — 813, BB DR,
I OFRIXELL - HFHISFEDOFRERZAZ L > TRZ D WREND D 2 o

(FLAOYE#ESmgl[1 &1 1)

T LYY UiESmel 4 A 1 VN §ESme® . R A
BrlcanegnlsE (7403 ¥ vk LComg) Z2lF MR
5 (7 a0 A4 — =) L, MR 7 2008 Xy OVERER
EAWE L7z O N-3WERE/NT X2 — & (AUC, Cuax) 1272
WCHREIIT A 4T o 74555, TR D&Y IR AR S 1729,

FRFNGEB TR O BYE ST X — ¥

HEINT A —F BHEINTG A—F
Sk AUCo-+72hr Crnax Tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
70T YEEbmg . . N .
T4 127.98+23.55|3.65+0.39|7.0£1.9|33.92+10.53
J VIS A 7 BESmg 146.71+32.83|4.28+1.12|7.0£1.2|31.25+6.23
(Mean*S.D., n=10)
(ng/mL)
s L - 7AUVY U §E5mg [ &A1 ]
.:% -O0—  J )VLNA Y $E5mg
4: 4 F (Mean*SD., n=10)
N
.ot
>
Z
vz
v
W
% 1 H
ik
B
0 | | | | | | | |
0 6 12 24 48 54 60 66 72

P55 O (hr)
M IR NICAUC, CoaxED /8T A — 1%, WERE ORIR,
M OFREUEE - B ISE O RERGAE I & - CTRZ D WRENED D 5,

(ZLOYE #10mgl 1 1))

T AT Y U EE10mel £ £ A J& VN A 7§81 0me . K
ANBFI2Fn2N1E (7 20 Y ¥ 2k L T10mg) 225 4 ] e
OG- (7 a2 —oN—i) L, I#ER7 200 Er XY Vg
BEXWE Lz oMY ENRE/ YT 2 — % (AUC. Cmax) 12
DV THEEHENT 2 AT o 724G Sy WF] O W) 22 0 [ S PR ATHERR &
nf:w)o

HHAN GG REOHEMBYE/ ST X =5

HEINT A =5 BEINT A =4
B4 AUCo-72hr Crnax Trmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
7 A0 Y Y YEE10mg N . . N
Py 264.41+58.99|8.87+1.77|5.86+1.03| 33.83£6.86
J WVINA 7 §E10mg 246.07+44.5518.81+1.08 |5.86+1.10|34.05=7.60
(Mean*S.D., n=14)
(ng/mL)
1(1) M - TATYY L Hl0mg [{ A1 ]
J%% o L o= J)UNZ 7 $E10mg
i s b (Mean#SD. n=14)
-L\ a
SO
Coel
Z st
o4t
v
]
B2
S 1
0 | | | | |
0 6 12 24 48 72

P55 OB (hr)
AR JEEEN NICAUC, CoadED78T A — 71, HBRE OFR,
MR OERHURIEL - RS ORERZE S & o TR LRI H 5,

(7 LOY E>OD#E2.5mgl 1 &1 1)

7 AU Y ODEE2.5mgl £ £ A |& 7 40P »OD§E2.5mg % .
JURAF—=N—=FIZE ) ENZENIE(TL2EIEELT
2.5mg) FEHERS AT 12 22 JE IR 2 L R OV 2EJE IR & ) CHLE
FEOPS LIS b R LR E 2 e L. 155 /- 38 Ep
/8T X =% (AUC. Cumax) 122> T0%IEHAE X B Z: 12 TRERTHFT
ZAT o 724 H, 1og(0.80) ~log(1.25) D#EIPANTH b . WiH D
LEW I RIS PEDSHERR S 721



F AN Gt G- B OB EE /ST 2 — &

HEINT A =5 BEINT A=
BIH) % AUCo—-72hr Crax Tmax t1/2
(ng * hr/mL) | (ng/mL) (hr) (hr)
- oIl e
/fi ;E)Amg!—//f't’//foijE 45.5=11.1 |1.19+0.29|8.8=2.9|43.2+14.1
L= s
A PR = AN 5E
#\7 Y ¥ ODE| g 499 |1.2720.32|9.342.4] 40.9+9.6
5-12.5mg
K |7 1Y ¥ Y ODEE
x ;Smg{%k;ﬂDﬁ 50.6=12.1 |1.40+0.25|7.141.5| 41.9+7.0
= =
BN VAR IR F
i\ 7 ¥ ODSE| 53 04106 |1.5120.24]7.041.9] 41.549.9
5-12.5mg
(k72 L#%Y5 : Mean=S.D., n=20)
(k& Y #5 : Mean+S.D., n=20)
K7 LRS- $ o0 I R
(ng mL)
167 -~ 7.1 ¥ L OD§25mg [1 1 |
14 - -0- 721 r0D§E25mg
% 12 (Mean=S.D., n=20)
oot
N
oo08 -
A
£ 06+
e
B 04 -
02 H
00 | | | | |
0 6 12 2 48 72
55O mR (hr)
K O RS- H 0 e R
(ng-mL)
18 r e 7 ATV ODH25mg [ 441 ]
16 1 - 7 AuYYODE25me
Mmoo 14 (Mean#SD., n=20)
i
Sz
7
A 10 F
i}
v o08
|
v o06
2 06
B 04
02
00 | | | | |
0 6 12 21 8 72
F5- oW (hr)

A OBRIUREL - BESF ORBRLEME I X o TR 2 WHEMED S 5,
(7 0T EOD#E5Smg[ 1 &1 1)
7 A1 Y ¥ 0D mel 4 £ A J& 7 40P »ODEbmg% . 7
O 2AF—N—iEIcL ) ZnenliE (70 P ¥ & LThmg)
TERERLN TS T2 22K 7 L M OV IR K & 1) C LI 145 5
L T R bR E 2 e L, 55 N/ EYEEE T £ —
% (AUC. Cumax) 122 TI0%AE HEIX B 12 CTHERHEMNT 2 17 o 72
L 10g(0.80) ~log(1.25) OFEFHNTH ) . WA O M1
[ EPEAHERR S 7212,
FIF N §ed GREOFEYBE ST 2 — %

H5E T A — 5 BENTA—F
BH) %, AUCo-72hr Cmax Tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
K| 7 40P E Y ODSE . . . .
% lsmar 11 80.4%13.4 |2.12%0.41|7.71.8| 39.245 4
|7 AT Y YODE o) 1 Lyg o |25840.61|7.842.5| 38.37.3
5-15mg
K7 LY ¥ ODEE
93.9%14.5 |2.54+0.45(7.2+1.6| 43.3+9.9
e o
|7 AH Y ZODIE g5 10181 |2.61+0.54(7.6%1.9| 41.6+7.5
5 15mg
(K7 L#Y5- : Mean+S.D., n=18)
(k& Y #%5 : Mean+S.D., n=17)

IR 7 LRI G- 0 A v i E
(ng/mL)

30 e~ 74T YY L ODSSmg [+ 1]

-0 7 .41Y »0Dt5mg
(Mean+SD,, n=18)

25

RREV MO BEE

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

5% 0 (hr)
K 1) #EAH G-t D IMBE i e
(ng/mL)
35

- 72AUYErOD#5mg [ 1+ A1 |

30 -O0- 7 Au Y »0OD§Ebmg
(Mean=SD,, n=17)

25

20 -

BREV MO N ESE

05

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

55O (hr)

M EENG OFIZAUC, CoadBED /35 A — 1%, HBrE o#IR,
PRI OFRIURIEL - RSO RBREATIC L - TRL DN D 5,
16.2 DRI
16.2.1 BEORE

fEER AT 20 e LCmga 7 O A+ —/N—3EI2 k)
ZERERE T BRI RS L 2R O EIE /T 2 — 5
WCEEZIFEOONT, 720V ¥ rOIUI KIFTAEFOE
BILHVEDEFEZ LN,
16.3 2%
16.3.1 MIFFAFEEE

b MISEEH L OREEIZIT. 1% TH o721,
16.4 54

FA R REERIE e Fu ) D rBomBkL-E) Y
R O OFALIIIE T 3 /18 TdH - 7219,
16.5 Bttt
16.5.1 FRep#kit

fERER GBI T 20 Y ¥ b T2, 5mg X id5mg % AR 1%
U724, Rz REbEE LTt S a 8813/ & <
WENOPGEIT BT IR ARZLRHEIEE 2P 514 2415 ]
FCIHGEOR3%., 1445 F TI2H8%TH - 72, F 72
2.5mg#& 1H 1[A14 H BEHede 5 L 72554 o bR 313 3 55
H6H H CIITERWIRFEEIEL, 6H HLUFEDOIH K720 oK%
AR PR HE 2R 136.3~7.4% T d - 72719,

TR 2B UC-IE 7 4 0 Y ¥~ 15mg % HARE 4% 5 L 72
Yitr. $5:12H B & TS HUSTEDS9 . 3% 13 IR, 23.4%1
P S I, BTG RT2R R F T O IRFRETIED 9% R ZE AL
K Cdh o720 ZOMIZHEDCHI A RS 572D (FHEANT—4),
LGB, INSRBWICIET 20T E L E Lo CEIEMRIZED
LTV,
16.6 JFEDEEE2H T 28E
16.6.1 ATipEpEERE

e NJFFREZE B (Child /A, B)SFlIC 7T a1y ¥r & LT
2.5mg % HAH S L 723 A oI b i R AE NS B g N S
A= IHROFEDMEY) TH D, RN L., 57215
BOMAPEENARIZEH L, tre. AUCIKRREMHZ R L7
DWAEBEAIED SN h o710, [9.3 2]




o JFHRERHERE (n=5)
s O fHEERA (n=6)
m fe #p<0.05
h Q, Mean+S.E.
w@ 0.5
=
e \
0.14 AR o
612 2 a8 72 9% 120 (8579
X 5 #®# K3
Tmax Cmax AUCo~ t1/2
(hr) (ng/mL) | (ng - hr/mL) (hr)
fFpkReRE s | 7.2+1.2 1.9%0.2 104.0£15.5 | 43.0+8.0
TERER AT 7.3%£0.4 1.64=0.07 68.1+5.4 33.3+2.2
HREAEME “n.s.
Mean+S.E.

16.6.2 /I8
EIMEFEREIC 7 20T ¥ > & LTIHL.3~20mg% ik 5- L 7=
BHEMSEYBIRERE O, 20 7 5 v A CFSHE) 1Z, 6~12/%
(34%1) T24.9L/hr. 13~17% (2861) T27.9L/hr 2 #EE S, Hi
NZBITBHEERETH 7217 BEAT—45),
) NEBEEIC BV TAK oA S N1 H WE T &132.5mg T

Hbo

16.6.3 SfE
BEGMTEREREN (B2, L4, FIPERHT.7H) T 0T
¥k L Comg% B, K O8HMKERS Lz 03EYyH)
FENT A—FIIERDE) Th b, HAHG Lme, BEE
BN (6. FIHEE22.35) 12 Ly Craxe AUCIEE 212 Bl
R L7 el A EAEIERED SN o T AR G-I
HBEZOMSET T 20 EVRFIFEELELD DS R L
M. FTONRY — VFIHFEFICHLBLTBY, BEBZTEOEMR
ABERS B EANIFRD SN h o728, [9.8 BIR]

A EIMUEERE AAREREN
HMEG | PRSI | BB | BRI
Cmax(ng/mL) 4.24+0.08 |14.9%2.29)| 2.63+0.35 |7.51+0.32
Trmax (hr) 7.2+0.49 | 8.0£1.8 | 6.7%¥0.42 | 8.0%0.7
ti/z(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 : 0~48E; it

ap<0.05, Pp<0.01 (vsldhE#)

16.8 ZOfts

(7 LOTEODEEI0mg[ 1 &1 1)
7 40P ODEEL0mel 1 & A Jid. [E&E2 874 5T
BH O &Y FH RSB A K9 4~ (F184E11 B 24 H 3
BERAEE1124004%) IS %X, 740 Y ¥ »0OD$E5mgl 1
LA | ERERHIE Ll & BHEBEENEL L BRI
[A]&E & Adp 718,

17. ERERELIE

17.1 B3R URLSMICET 555

(& MESE)

17.1.1 EINE I HEHER
7Yyl L Tomgx ]l HIMSHEM%S 12, I ImFE
H3140mmHgll b % 7R3 & 30561 % —HECH)C. 7Aau YK
v & L C10mgixbmg# 1 H 18 M5 L 72 & & i
EDON=ZF 4 P o0EALEDOFEHMEIE., 10mgH# T
13.7mmHg? T, bmgHE T7.0mmHgDIL T CTH v . MHERH
AR B S A BTz,
R MR 2 & O RMEH OB =L, Smeglf TIE3.9%
(6/154%61) 12, 10mgHETI139.9% (15/15161) 1238 SN 7ze B
1 (10mg) $% 5-FE (AR AS RV AHE CRAD S 1, 10mg#hET3.3%
Tho7:19, [11.2 2R]
S50, WhERER e LCHEm L BN SHBETCT L 0T E S
L L C10mg#x 1 H1RGAS L CH2 M %5 L 72, Wl A M+
DNR=AF A V96 OZ bmOFHHEIZ, 15.6mmHgD T %
RO,

17.3 Z0ft

17.3.1 FERBICRIFIHE
5 TR % G e v I 95 BB 4301 (B9 LU T 2 S 70 A_E) 127 4
Oy ¥ e LTIHLAL2.5~5mg(—EBOFERIZ137 . 5mg T TH

) Z 128G L C ORI L A SRR G2 o 7,

18. EERpEEIR

18.1 1EA¥RF
M D EBAARLEYE /1 )V 3 7 W F % ¥ FIVITHR RIS RE A L.
FIENANOCa2 DA Z WP &5 212X ), BINE R KM
MAEOTFIEH 2B S E 5, 7V ARETEH OB EE
THY) ., FTH L, Fo, OIHIERIZE <. M RRE
DFRED SN TV BHW.2)

18.2 BEE(ER
HAEEIMEREE 7V GHIUE HRIET v b BHEEIE A
Z)IZBWT, HEFEE CIHLE T B 8B 2545 CVE Bl by
BARWZ EBEDLNTEY, #wEHEG THEORE L %
WZ EDFED LN TNWAEB),

18.3 EIMEIZE S DIEREEANDIEA

i EDahlT v M7 40P Y 2 a2 1080 D sk 5.3
B XX INERZRE S MU E S O R EIAR O A K
74 7)) VRS OME RS IE S 7,
MRS ERESINE S v 27 a0 Y ¥ 3mg/kg/ H % #iidk
G952 12& 0 ME RO AR ITEO Sz,
F 72, DO, B OBIEEIIRA ., SRERILRELE, IR
B ZEMEOWE DS SIS 2 ] S 72202,

18.4 Hisk-OIE1ERA
T v MOBRIC BT, BRI/ B RE T 0 O PR %
NG, 7 A0 Y G IR UL o
AR A S A, HARANCa2 & oINS S iz MR
ATPER V7 L7 F ) YIBEORE S IRE S, O REE
ARSIz,

O M RE AR OB BT R dp/de K O E U+
BT L DAERRIE b i L7222,

19. A2 ICRET 3 IEB{LERIFR
—f4 T T A Y Y U AN Y OVEEE (Amlodipine Besilate)
1b&44 : 3-Ethyl 5-methyl (4RS) -2-[ (2-aminoethoxy) methyl]
-4~ (2-chlorophenyl) -6-methyl-1, 4-dihydropyridine-
3,5-dicarboxylate monobenzenesulfonate
313 1 CaoHosCIN2Os - CeHeO3S
S

e

567.05

0 /\/NHZ

0 _-CHs ©/503H
: cl
©/ J UG R b

R ARHIHE~TEAROKREOR R TH B,
Kl A 7 = VIZHEITF R 8 /=)L (99.5) 12
RRBEFIZL L KIZETFIZ v,

RO A F 7 — VT (1—100) et 2 R E 22 v,

B #9198T (51R)

22. ‘@&

(LAY E82.5mgl 1 &1 ])
1008 (1082 (PTP) x 10]
1000%¢ [10$E (PTP) x 100]
5008E[/3F (€ )]

(7 LOTE§E5mgl1 &1 ])
1008 (1082 (PTP) x 10]
1000%¢ [10% (PTP) % 100]
5008E[/3F (€ )]

(ZLOZE gEI0mg[ 1 1))
1008 (1082 (PTP) x 10]

(7 L0 EODSE2.5mglf &1 1)
1008 (108 (PTP) x 10] (Hz/gHIA Y )

(7 LOTEODESMg[ 1 &1 1)
1008 [108E (PTP) x 10] GZEFIAY )
5008105 (PTP) x 507 (#ZJEHI A D )

(ZLOYEODEEI0mgl 1 &1 1)
1008 [108E (PTP) x 10] GZIEFIA Y )

HSC/

s
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