20234E12 A ELET (B10R)

BRIk SRR

AR : 34
FfettCatiii s

BIZE, MLJ7EEEREE )

HAERA

7 LAY ENYIVERIESE

BAELmanEES
872171
$E25mg $¥5mg $£10mg
SRES | 22000AMX01301000 | 22000AMX01300000 | 22400 AMX 01234000
BR5T R 20084E7 H 20084E7H 20124E12H
OD#$E25mg OD#%Ebmg OD#$£10mg
AERES | 22100AMX02008000 | 22100AMX02007000 | 22400AMX01235000
BR5ERaIA 20094E11H 20094FE11H 20124F12H

7LOYFE > $825mg [HETL]

7LOYE > &5Smg [HETL]

7LOVE#EIOmg [HEIL]

BAERS

ZLAOY EANYIVESEOIER B ESE

7,02 FE>0D$E2.5mg [HET]
7.L0YEOD#ESmg [AETL]

7L0OYE2OD#EIOmg [HETL]
Amlodipine Tablets, OD Tablets

) R - EMSEOWTTEICL W ERT AL

2. B2 (KOEFICEEELEVWI E)
Ve Fu ey vy RMbEWITR LBRHEDIEERED H 5 BE

3.1 R

3. fER - MR

Wi7e s

TV E U
25mg [HET

T ATV E U
5mg [HET]

TALOYE U
10mg [HEET ]

HRNIGy

15E
TAaY Y R
VOVIERR

347mg
(7ravvErE
L C25mg)

1§Er
T AT E R
TOVERSE
6.93mg
(7ruvvrk
L Cbmg)

1§
TAaYE AN
¥OViRYE

13.87mg
(7ravvrt
L C10mg)

R

Midhv o — A MK VEAKEA VY T AL BE
WAKTABR, T 77 a—=)VEEF )T A, R
TTV VB AT YA, 7O AO—X, 70
T—16000, BEILF% >, Zovr, HvFoNary

e

PPN = BRI
OD#$¢2.5mg
[HPEET]

PPN = B R
OD%&5mg
[HET]

PPN = B R
OD#$¢10mg
[HET]

ARG

1§EH
VAN = BRIV
VRS

347mg
(72aav¥rt
L C25mg)

1§E
TLAETYE AN
2OVERIE

6.93mg
(7rar¥rt
L Cbmg)

1§Eh
TLAETE AN
2OVERIR
13.87mg
(7ravvrrt
L C10mg)

R

D-wry=hr—=Jb, ¥ b=, Lo —2,

JHARE RN, K VEEKREI VYT AL

1)‘/

FeARFEH IV T LAY, 70 A AV A0 —AF b
VA, ATTY VBT ATy A, BEEEKT A
W, TANSNVTF—4 (L-7 2= V7 7= 4LE8W).
yo<F v, LAY M=)V, T, #EOSE, FOM2

L%y

3.2 HAOHEK

= ASNE

TLraYY U

N =ASE

e 25mg [HET.]| 5mg [HET.] | 10mg [ H[EET.]
s |2 AV AT HRAYVOT AV AT=T AT
7 FA VT i
o] S
i @ s/
5
T = — =
B (mm) 6.1 82 8.6
JE& (mm) 30 36 38
Z& (mg) 104 208 260
N = A 2558
ENIN TN 25 7557 10
HIET
wHFEI—F @555 @557 @558
N = A TLAaIY TArOYE Y
W5t 44 OD#£2.5mg OD#Ebmg OD#$£10mg
[HET] [AET] [HET]
AT Fe EA ) DFEHE
g (PN 65 CEUEAN 352
R s RAV AV AIAY:)
zi| (@) a0 (N
) \s52/ \586/
s | it | (es) @
il = = ==
EAE (mm) 6.0 7.0 8.1
JEE (mm) 30 33 37
Z& (mg) 85 120 190
s 7551 7552 7586
Afka—F 25 5 10
wHFEI—F (551 @552 @586




4. REEXIIFHR
O=ImELE
O¥LEE

5. SHEEX SR ICEIET X8
AFNIERFEBATHRIETH 5720,
DSEIIERR DI T E v,

6. AERUVHEE
(#%2.5mg. $E5mg.
T IMEAE
HE, A7 Y s e L T25~5meg# 1 H 1R 1#% 5§
bo B, ERICE UEEEKT 525 RS REE121F]
H1\10mgFE CHET S I L TE 5,
HE. 6L E/NRIZIE, 7Aoo Y ESE L T25mg% 1 H 1EkE
%555 %0 %8B, Fhi. HAE, ERICK D EERT %,
$UE
WE, RAICR 7YY e L Comgx 1H IR S-3 5,
BB, ERIS DEEREHT 5,
($210mg. OD#E10mg)
T ML SE
EEL. AT e ¥l L C25~bmgx 1 H AR %5
bo B, ERICE UBMERT 525, RS REE121F]
H1A10mgF CHET LI LB TE 5,
B UE
WHE. RAIET A Y E e L Comgr LH1EEEOHREG$ 5,
B, ERICIE DEEERT 5,

7. BEARUHEICEEY 2R
(#%2.5mg. #E5mg. OD#E2.5mg. OD#E5mg)
6% VL ED/NBADTEGIZEE L Cld, 1Hbmgh B 22 &,

8. ERLEXMIE

8.1 MEMFRICES DT VENHLDONDL LN H LD T, Eif
1’[‘%\tEibﬁﬁ@iﬁi%fﬂﬁ%{i5*%Tf&%?%‘é?ﬁ?%l?f%c:cifj{%ﬁéﬁ
HZ ko

8.2 AHL i R e 3 < $eG-rhb ke b AR A AR
HHNDLDT, REFEGHILRICBOKEER & 3 5 & S,
MRS RIS =S 5% CEEICHRGT 5 2 L

9. HENEE2ET58EICHTIER

9.1 AHHE - MEEZEDH 28E

9.1.1 BECIMENEVEE
ESICMEIMET 2 BFNDDH 5,

9.2 BigEERE

921 BEELBHEEEEDH8E
BRI EOWEREENIL T T 5 2 05 5,

9.3 FFipera=mE
WERIIIEEICHRGTA 28, BmHE (10mg) 2BV TEIE
HOREBRNESTELBENDNH 5. AFNTFICITFCRES NS
o ML F R R ) o W R N O I A R — B R AR IR A
(AUC) MRS AZ 0B, (112, 1661 2]

9.5 11iF
I SR L TV AW R0 & A IR G- 556121, 16
B EOR SR E S L EN L5810 EST 5
Z & BB TR AR NN G5 2 & AT AR OV R e [ 28
MERETHZENBFDSNTVAY,

9.6 B
G OFRER OCBAFEOG RMEE ZE L. 2O UL
¢%%&ﬁ?é:kotbﬂﬂ#«%ﬁ#é:kﬁﬁ%énfw
Zs)z o

BERMRE W D ANLERR

OD#82.5mg. OD#E5mg)

9.7 /B
AT, HiA . LB U6 AWM O IE 2R % & L7226
PRERERIZ SN L T,

9.8 SE

HE (25mg/H) » 5% EIAT 574 LHEICES 52
o —RITBEEDQRERIIE L K v e ST D, RNEIRER
BRCI A AT < L MR EE R 25 R < 2 A EIFTATERO B
Tw3, [1663 ]

10. HHE{EH
KA ORHIIETE L L CEYRBEFECYPIAIES L T\n5 &

HH &5 GRER - IS B | BT - EBRIKT
CYP3A4FEH] I Au~A Ty RIRFORBAHEEH
IYZAURA LY (VN FT7ELEDNZHES NS hEME
NVFTEL BEHIZ LD . RF | EZ 5N,
DRNCRS% Mg EE DS B L 72
= LV EORESD D,
V) hFEL
A N7 aF =)
&
CYP3A4F:EH] ARF) O AL FP R FE A ASH] A8 E A3 5t X
V77 BV TS LBEND DL NALURENREZS

No,

V=TT N—=
Ja—A

A O e 1A H A
MEINDEBEZNHND
%O

TL—=7T7NV—=IC
EE N B R SAH]
OR#EAEL. K
F o) I A3 A5 B -
T AU RS E S
oo

VAV

v YINAE T »80mg
(EAN KA EH
) LOBFHEICED .
UYWAY TF D
AUCHT77% EH L 72
L DOHEDND B,

WE AW TH %o

Zorul) LA

BEHICE Y 20
DA DI E S B
AL, BEESEDY
) 5 ADBIMEM
WEBT HBZEND
5o PrHKRIZIES
71 A AL
ErEZF—L, &
LB LTyray
AADOHEEFET
;g):ko

RKENE ¥ 70) LA
. £ & L T
CYP3A4IZ X v Rt
Ehsizo, PRI
BV A7 w ) VNS §0))
KA HE SN AT
R EZ bNb,

1. BIEA

KOBWER D 5D T EHHDHDT, Bigz I T,
WO SN 3G e kS A % SEY R REE 1T 2

Lo
1.1 EXLEEA

[==]
I

1111 BUEEFFR GHEEAED) . FFRREREE. BE (0.19%Ki)
AST. ALT. y-GTP® EAGEME) ke ENH S5 DML

LW b

11.1.2 EFFREE CHEAY]). BB (0.1%F0) . MR

w R
113 BE7AvY

(0.1%Aii)

Wk, O T WEOMBYERDYD 5D 2 EHD S,

11.1.4 1R REE

CHEEA)

AR B, CKER. M ORA I 4 7 a e r ERE)
HobIYEIE, G emik L, BIANEZIT) ZL,
72y RERUBRURE S £ 2 SRS OSSR ICER T A2 Lo

11.2 ZODOEHER

0.1~ 1% A 2

0.1% A 2

BREZAI

iR

=N

ALT. AST®
N NN
Al-P.
LDH® -5

y-GTP L&, #E

gk

i

PR |
no(Ek, B
THIALEE) . B
B, OME T

ER Q) OF NI EAR N N LZEEY

ity BUIR

NixmEE7ay 7, i\
ik, LEME. %

FAH - AR D F v
N D&, BHAE -

BHEE

5D
I

MRS, IR, R | o> B4R .

AR L dfE 1A
BASE SN

HALE
i

1IN
. Bhdk

OB . R, HALA R T EEE
Wit 5 - WL |0 - AL PEAE [l Ry
[RESE N S-197

EZHNTWA,

10.2 fAEE BRICEE TS L)

e

i ER

o SRR IO e R
G

IR AN ]
A9

HH 45 FRARERR - 35 ETE | W - fEBRET
MEFEVE 2 A 5 & 3| BEE/E H AT R & N SR 2 B 5k 5
il L2BLNDH b L2BENDDH S

WK - AGE
i

BUN L5

sLV7F=v bER,
JR - TETBEIR . RAE K
A REmEE. R
EH b

ot B E
PRIR




~ 1% A2 0.19% A i 12) JEANHH
o MmEILVAFE— )V |
F. CK LA, &Ik,
PEIRIR . IR 7 N b
R
liik7;3 FRIMLER ., ~F 7 0 |/ MORD
V. HILERORA . H
MERBENN, KB
SEEURE 95 FARE. CAME. 6% AL
R I % &, i
BIRNE
e GEFIZLY) AR
E
Zoft o= LN Lo, B, H{H bz,
s, RE R BE. Bk
W oPEF. WL FEE R E B i
B UL IR (R E R D
BREE, S0, M PR .
H1) % KA paich

D 10mg~ O EIZ X ) SEEICRO bz [930 1712 2],

TE2) SEBUSIEE (XA SRR 2 S,
13. BEHKRE
13.1 fER

BEEOQRMIMEBEILRIZE D ¥ a v 7 2EGEHLWIERT &5
SR EC T 228D 5,

13.2 W&
R 7 IR L 20 e AFNEE AR ER
DBRFITHED TRV,
F 7o, ARBRAEZICE R 2 55 Lza . KFOAUCIZ99%
WP L. IRHI2EE R ClEd9% b L 722 & 6. RALE RS-
R OB E & | ORI GPEN TH 5 L s hiCw
54)0
14, BHEDXE
141 ERIRRBOEE

HE 20, BATIC X

&)

1411 DEIBIZFEDICHT S 2 Eo DEIBRICHEHT 25481213,
WO F30OH DA T2 2 &,

(OD#%)

1412 DEBIIRDIHHETSL 2, DEGERL2ETHRET S
WA, BR. BEECTHRETLZ L,

14.2 FHTFRFOERE

(BEIHE)

14.2.1 PTPEUEDHEFIIPTPY — b2 ML TIRH$ % X5
HES L2 L. PTPY— PORRIKIZED fﬁb‘f}dﬁi*m‘ﬁﬁ*ﬁﬁi

AHIA L. B2 B 2 L CHERRIN 25 0 B E 72 A 50HE % BF
RYLI DB D,
(OD#z)

1422 AH|ZPTPY — P 5H) L TRAFT 2561, B,
TS TRIFT 5 L HIRET L L,

1423 AHNIHED LIZOETHER Z RIE S 2 & HET 5720
K LCTIRHWRECH B T72, KTRHTAHZ LB TEX %,

15. ZDMOEE
15.1 BRRR{ER ICED 1B

KRRBIERIZHE S 22 TS, RHNZ L 2 EF IS OIHEZEC AT
Ik (OEMHENZED) PASNELEOWREDD S,

16. EMENRE

16.1 MARE

16.1.1 H[ERS
BEHEBA061I7 20 Y ¥ » & L Cl0mgk HFEPES L7z
AUCouast X O T2l ZNZNQOMFR] (hoefil)
CrgfE) K UB1ER CFgfH) <o,

16.1.2 REHRS
fREREB NGB CEIGERMS35R) 127 A0 YK & LC25mgx 1 H1MI14H B REES L
LHEOIHR7 40 Y € VRIER, #56~8HRIZERIREIE L, DRoERIZE
DENLD o720 B PG H (14HH) OCmaxk O'AUCo~21nrld Z 112 13.5ng/mL K O
61.8ng - hr/mLT& Y . MG (14ng/mLK 1°19.3ng - hr/mL) O#I36ETH - 720
Pk, IS I L. 5 b5 H H IC120.24ng/mL & 72 o 7260,

16.1.3 EFENFEFHERR

(1) 7LAYE E25mg [HET]
TATDVY L §E25mg [HET] KO/ VSR 2 §825mgk . 27 0 A+—N—FEI2kD
FhenlgE (7AuY ¥y LC25mg) BT TS AR OHS: L ClniEh
TAuTY  EEERE L, #ONEYHE T 2 -5 (AUC, Cmax) (Z2WT
909615 HALX 18] 75 A2 CHRERHAT % 47 o 7245 5. log (0.8) ~log (1.25) OH#IPFANTH ) |
I DLW 2 W [ S AR S 7z,

REOD AT P BE D Trnaxs Crnaxa
584ng/mL (*FfiE). 278ng - hr/mL
FHEIN & B L 72458, R T - 729,

FEMEE T X — %

HIEINT A= BEINT A—F
AUCo-72 Crnax Trmax tuz
(ng - hr/mL) (ng/mL) (hr) (hr)
T AUV E g
25mg [HET ] 44.32+852 144 +0.33 7421 36.63*6.32
JVINA T §E25mg 4452+884 140+0.33 66+10 36.58 +6.03

(1845, Mean=S.D,, n=10)

(ng/mL)
2.0 q
m 45| —o—7LOYE  §E2.51g [HET]
g
i ~0-- JILINZ 2 8§82.50g
7
é} 1.0 4 1§#4%5, Mean£S.D., n=10
¢
=
B’ 0.5 A
E ~~~~~
0.0 ! : : : ; .
0 12 24 36 48 60 72
B (hr)

M55 i SR B RS

MAEHEEEN N AUC, CmaxZ:0/85 & — 4 1d, Helie# iR,
45 D RERGMEC & > TRR B HMED D % o
(2) LAY §t5mg [BET]

7 A0V Y ismg [HE L] RO VNA 2 §idmg#, 7 B AF —/N—fEIZ L) 2R
2N (7AauYE Yy a L’(Smg) BEHEN T LA LR % - L C g 7 A
UY Y REEERE L, 35N 3EWMENE NS A —% (AUC. Cmax) 122V TI0%IE
HEX RS TR |ﬁ$7ﬂ'%ﬁcf KL log (08) ~log (1.25) D#EFHNTH b . WHID
AR RS DR S 72D,

PR DO PRILAIEL - 5

YA T A=y

HENT A — 5 BEINTA=S
AUCo-72 Cinax Trmax te
(ng - hr/mL) (ng/mL) (hr) (hr)
ENPAS
Smg [HET) 88.1+21.8 267+060 65+1.0 417+118
J VISR §Edmg 86.2+24.3 269+0.63 65+0.7 394+108
(18¢#%5-, Mean=S.D., n=20)
(ng/mL)

4 -
m 5 —e— 7 L0V $5ng [AETL]
' 9
5 --0-- / JVINX 7 §E5mg
7
é 5 ] T \ 1$8#%5, Mean=®S.D., n=20
¢ .
> —~

0 T T T T T 1

0 12 24 36 48 60 72
R (hr)
MR RS

MAERLEENE ONIZAUC, Cmax®E0 /8T A — 4 1%, BBRE OEIR,

FI5E DO RERGAFI & > TR DRSS %o
3) 7LRAYEOD#E25mg [HETL]

T AV Y yODEE25mg [HET] KRUT7 4109 »0OD§E25mg% . 7 0 A+ —/N—ik
W& EnENE (7TAaY ¥y L L C25mg) BT TS S HIRE 195 LT
M7 20 V¥ VREAEBE L. 155N YBE/ S 2 —% (AUC. Cmax) 122
W TO0%E X 2 THRERHIRAT % 4T - 7245 . log (0.8) ~log (1.25) DI TdH
0\ T OEYF RS TR S N 7d o

R OTRRURL, - W

HYBRE T A =5 Ok ) $5)

HEINT A= BHEINT A =5
AUCo-72 Chnax Trmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
7 A0 Y ¥ ODSE .
25mg [HET ] 455+99 1.37+0.34 68+1.0 37.1+49
7 A1 Y 0D§E25mg 452+97 140+0.30 68+0.8 39.1%56
(1§45, Mean=SD, n=11)
(ng/mL)
2.0
o5 ——7LOYE>ODsE2.51g [HET]
®
t --A--7 L8 Y > OD§E2.5mg
7
é 1.0 4 ) 138385, Mean®S.D., n=11
P TN
e >
=
B 051
B
0.0 T T T T T |
0 12 24 36 48 60 72
BER (hr)

A SRR Ok D $25)

HWBRE YT A -5 Ok L#ES)

HENT A =% BHEINT A=Y
AUCo-72 Cmax Tmax ti2
(ng + hr/mL) (ng/mL) (hr) (hr)
7 A0V ¥ ODEE
25mg [AET ) 437+11.0 1.27+046 71+0.7 430+12.7
7 A0 r0D$E25mg 452+90 1.33+041 74+17 442+10.7

(13&#%5-, Mean=SD. n=11)



(ng/mL)

2.0 -
m 5| —e— 7 LAY E>OD$E2.5ng [HET]
®
i A= 7 A0 OD8E2.5m¢
7 A
é 1.0 -~ 1§E#%5, Mean=®S.D., n=11
5
=z
B 0.5 -
E ——————
0.0 ‘ ‘ ‘ ‘ ‘ ‘
0 12 24 36 48 60 72
M (hr)

MAERSE RS (ke L%
MAEHEEEIE ONZAUC, CmaxZ0/35 A — & 1%, BiEg ORI,
%D RERG N L > TR B RENA D 5,

(4) 7LOYE>OD#E5mg [HETL]

7 AUV ¥ rOD$smg [HET] kU7 48P »0OD§tbmgs . 27 U AF —/N—kIZ &
DENENLEE (720 Yy L LChmg) BEHERAT T IZH fHRRR 4% 5 L C s
W7 AU DY VRERIBE L, 5N B/ ST 2 —% (AUC, Cmax) 122\ T
90% 15 HHIX %12 T BT % AT o 72458 log (0.8) ~log (1.25) OHPFNTH Y .

R OTREURL, -

T O A2 I S HSHERR & 728
B ST 2 =5 (Kb D $%5)
HE T A= ZENT A=Y
AUCo-72 Crnax Tmax tiz
(ng + hr/mL) (ng/mL) (hr) (hr)
7 A1V ¥ YOD§E

Sme [HET) 89.8+24.1 259057 65+18 359+75
7 A1 Y OD$Ebmg 90.3+235 262%0.60 7124 339+50

(1§45, Mean=SD, n=11)

(ng/mL)
4,
o g —— 7 LAY ODsk5me [AET]
® 3
i --a--7 10 Y > OD§k5mg
7 \
A S =
o 2 N 1$8#%5, Mean=®S.D., n=11
y ‘\“\
=4 =2
=
B .
o/ T
0 T T T T T 1
0 12 24 36 48 60 72
R (hr)

ARSI Okd 1 $25)

SEWBRE T A =5 Ok% L)

HENT A= BEINT A—F
AUCo-72 Crnax Tmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
7 A8 ¥ Y OD§E
5mg [HET) 888+185 246+057 78+29 370+78
7 A1 OD$ESmg 89.2+14.1 248+0.30 80+28 364+6.2
(1§4% -, Mean+S.D., n=10)
(ng/mL)

4 4
% s —e—7 L0V ODsEsng [HET]
s --0-- 7 15O Y > OD$E5mg
7
é\ 2 1$8#%5, Mean=®S.D., n=10
5 e
=4
=z
=1
4

0 T T T T T 1

0 12 24 36 48 60 72
B (hr)

WSS (K% L)

MG I AUC, CmaxZ:0/8F & — & 13, BB IR, R oI a4y -
B D RERG L o THRZ D RN D %,

16.2 TR4R

16.21 BEORE
B AIZ T 20 Yy L LThmgk 7 B AF —/N—:2 X 1) 225 £ 14 12 A%
3% 5 L7355 G 03MBIEE/ S T A — F ICHEATRO LT, 7200 » ORIUI K
BTAEHOPEIV Vb DOLEZLNDY,

16.3 2

16.3.1 MFFAHEE
b MR & DR EHIZ97.1% (in vitro . FERENTEE) Th- 7210,

16.4 L3
T2 RPREEEIT e Fu ey UV BRoOmbLzE
JHETH - 7210,

16.5 it

16.5.1 ekt
[ NG | = S Sy Lf2,5mg1ti5mg%$lﬁm c - L7y IRAPICRZE
btk TR S M2 EE 13N E <L WO SR 128V T b R R Ak
eG4 £ TG = OR3%. 144K5 £ T f‘JS‘/,f&mf_D F 7225mg#x 1 H 1A
14 H B 5 U 2288 o R RIS 5346 H B CLRIZERIREIEL, 6H B L
FED1H 2472 1) ORZALEO R HEIER126.3~74% Tdy - 726~ 10,
FEHER 2612 UCHE R, 7 2 0 D ¥ v 15mg % BRI CIHE - L7235

) Y VBRI RO ORRALEL 7 X

HEGI2HE TR

B HURED59.3% X R, 234%IFFEH PR S AL, 252720 F TOIRPS BED
%D KREAUA T I > 720 DMIZIFTED I
B, INOHRHWIZZT 20TV E Lo CEIERIZRO SN TWR WV,
16.6 HENEEEHTHEE
16.6.1 FFiEERERE
BNIFRZE# (ChildfJHA B) 56112
DI EEHERS AL O8I 2

205D HEAT = %),

ToauY ¥y LT26mgk Ky LzE
BT A= FEHROEDOMEY) Th Do MHEHERAIZILL,

G2 BEOMAPRES AR LA L, Tre, AUCIERREMEE R L7Ch A BT
DON o712, [93 BHE]
(ng/mL)
5
o FHgEEREEBRE (n=5)
s o fEERA (n=6)
PRE 9 %p<0.05
: +

& M Mean*S.E.

= 057

E

D'
0.1 A °
6 12 24 48 7‘2 96 1‘20 (RFE)
W5 rEE
Tmax Crnax AUCo~e T2
(hr) (ng/mL) (ng * hr/mL) (hr)

JFRERERE s 72+12 19+02 104.0+155 430+80
TERERNY 7304 1.64+0.07 681+54 33322
HHEAENOE © ns.
Mean=SE.

16.6.2 /N2
EMEREEEZ7 20 Y ¥ 2 & LTIHL3~20meg% ik 5 L 72 R HE3E B stk o
R VT T VA (Jﬁw{ﬁ) X, 6~12/% (34f51) T249L/hr. 13~17i% (28%1) T
279L/hr L HEE S, A BT 2L A TH - 7219 GHEAT—%),
W) ANEEE BV TARBIOKGE S N7z H B 1325mgTdh %o

16.6.3 =&
AERIMTAEEHOH] (B2, 4. FIEMTIT) (27 20TV v L L Comgk Hl,
K OBH B FAEHE G- L 72 5 OSEW T RE /ST A — 513K DB ) Th 5, HG L7728
B BERBEEN (J56. FIER223M%) 1L, Coa AUCIXAEICEHEEZ R L
B T1all A EAEIRD SN e h otz RERGRIIZZEGOMFE T T 202 Vi
BEIEEE LD b QIR L2, 20y — VIEEFICEMLTHY . BEFTE
DEREDHRT 2 WX SNk o729, [98 BHE]

LGRS ERAIA
R T | RAHRSE | BRI | e
Crmax (ng/mL) 424008 149+22v 263+0.35 751+032
Tmax (hr) 72%049 80=*18 6.7+042 80+0.7
Tz (hr) 375+6.0 474+11.3 277+46 347+27
AUC (ng - hr/mL) 1169 +84 — 632+55 —

Mean=SE.. AUC : 0~48HK5H fiti

@ p<005, Y p<001 (vsfiltHi#)

16.8 ZDfth

1681 740V K YEE10mg [HET] &, 7240V E Y§E5mg [HET] % HiEfiH L
L7zb &, EHEEDN S L HE S, EWEIICE S & Ae Sz,

16.8.2 7410 Y ¥ YOD§El0mg [HIET] &, 7240 Y ¥ »0OD$tbmg [ HET] % i
BF L L& &, BB & E S, BRI L Ak S/,

17. BRERRLIR

171 HHMRURLMICET 5%

(& MERE)

17.1.1 EREERHE
EEMEAE LR B AR ([FH) LLE) 1385, 5% (503/58861) Tdhh . “HEKILE
BRI i3 o'c L7LauTE /@ﬁﬁilfiﬁf Lo b NTz, F iz, BREE D BT
L C1x80.0% (28/35M1) . i i I HiE 12 %k L C1288.9% (8/9B1) D4R %R L
7-16) 22)

17.1.2 @m%mm:m
T AuT Yy LTomgH 1 H1RISHE G-, I M E AT140mmHg A B % 7R3 4
#3056 % “HEZATIT T, TARYE Y E Lflomgl $5mg# 1 H 1mI8HE %5 L7z &
EDOIGHEIIMED N =2 F 14 ¥ 56 OZALROFfiEIX, 10mgh T13.7mmHgD T,
5mghfT7.0mmHgDI T TH 1) . WRE- IHETI A B AR ARSI,
R R 2 G aEH O BEIL, Smg #TI1x39% (6/15461) 12, 10mghET
139.9% (15/1511) 12O S N7ze EHE (10mg) KGFIZREAE VCAE TRO 5
. 10mght T33%TH - 722, [11.2 BH]
S5, MkfEaABRE L CEmL 2B GRRT7 oYy & L C10mgx 1H 1A#
L CH52HEG LB BUEIIE O X— 25 4 ¥ 5 OZALEOFHMHEIL.
15.6mmHgDAE T % 78 L7220,

17.1.3 ERERRER
T AUV Yy XY OVERSE R G Lo (T0R DL )
WFEIE86.5% (45/52B1) T 722,

17.3 ZDft

17.3.1 ERBICRITTHE
B % G G i MU A 4361 (395 LA T A2 5708 B L) 12
25~5mg (—HBOREBIZ
ARG Z o lB),

18. ZezpIXIP

18.1 AR
MR DR NARLF VLA v > 7 A F % 2 3OV IFFRIISH & L, IR~ O Ca? it
AW SED 2 LIZ LY EIE LA M O R s 4 5.
AV AR ORBULRERTH ) FERNTH 20 T/, LHRIERIEEE < i

2BV B R MESE L § 2 4

7AuYE e LTIHLE
1375mg ¥ THE) Z12BMES LT ORHEAHIIRIEL A LR

FRFUEDSRD 5N TN B0 20,

182 fEESER
AR MR REE 7V (Rl H JET v b BHERIUEA X) (2BWT, HEHS
TIHUE T RO SEBIAREE CIERFREEHN TRV 2 EARD 5N THE Y | s < Sl
TEDFEBL 2N EDPBOLNTNDER),

IZfE S DMEBEANDER

MDahlZ v M7 A0 D ¥ Y & 10 L kit 55 5 2 L2 L0, e

5 IME 57K OB REBIIR O ARG, 7 1 7)) 2 A5 o M2 S vz

AR G FAERSINE 7 v M7 A8 Y ¥ ¥ 3mg/ke/H & ik 5§22 12k 0, IME
LA O R O RY RATRD BNz, F L LT OMMEL. HoOREERIIRS . Bk



SRR, RS S ORED T b 1 5 A B S 772 0, 06, BIEERE R
184 HH OISR 26.1 BB

HiB T o b LIS 350y L TR 0L R 2 W/, 7 AT Sy ' 7

T BT LRI B = I~ C L) O B AEAE = 1 AR Ca B BT

nizo MERNATPRR O Z L7 F ) Y EmoBIE S RE S, O IREEH 2R &
s E ES T
AT AR LIRS 350 C 7S dp/de O S IRERHTE (T L DRt = I =
B L 2, NicHiko = LI 77 #4 Bh ﬁﬁﬁ B6&?21
19. BRSICEAT BIEIEZHE R
— g T 7T AT Y E Y RYOVEENE (Amlodipine Besilate)
144 3-Ethyl 5-methyl(4RS )-2-[(2-aminoethoxy)methyl]-4-(2-chlorophenyl)-6-methyl-
1,4-dihydropyridine-3,5-dicarboxylate monobenzenesulfonate
43 F3X ¢ CaoHzsCIN205 - CeHe03S
Gy 567 05
[E VN = | ﬁEI%V) RO K TH %,
A 57 /~ﬂ/ BEFRT L T8 7 —v (995) IZRRETFIZC <L KITHEITIC
L
AY 7=V (1-100) 1 2HEEHEE IR S 2w,
fbaifia
O/\/ NH
Ot @/SoaH
RUEIGRME
M 198T (G R)
20 RV EDEE
201 TV E—REERIOEE S CRET S
(oDg®)
20.2 7OV Eu—RERIERA LRI TRET S
20.3 AANE, CUEANHIESED 720 H B @%&%1&%?‘7@ BERFLZEDRHLDT,
Aty b ORE R OGERFR AR % SICRE T 52 k.
2L
(7LOy e g25mg [HEID
100%E [10%Ex 10 : PTP]
5005 [10%E x50 ; PTP]
(PLOYE > gE5mg [AEL
1005 [105Ex 10 ; PTP]
1408 [1458x 10 ; PTP]
500§ [10$E x50 ; PTP]
7008 [14%E x50 : PTP)
5005t [TV 3485 3F]
(7LOYE /ﬁ10mg [AETI])
100§ [10%€ x 10 : PTP]
(7LOYE>OD#E2.5mg [AETL])
1008€ [108E x 10 : PTP : §zMHIA D ]
5008 [10%E x50 ; PTP @ #ZMEHIAY ]
(7 L0OY E>ODfE5mg [AETL])
1008E [108E x 10 : PTP : #zAIA D ]
1408 [145E x 10 ; PTP : #ZJEHFIA D ]
5008 [10%E x50 ; PTP @ #2E:#IA Y ]
7008 [14%E x50 ; PTP @ #EAIAY ]
(7402 E>OD§E10mg [AEL])
100%E [108€ x 10 ; PTP @ #28#IA D ]
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