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Amlodipine Tablets 2.5mg « 5mg < 10mg “Chemiphar”
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Amlodipine OD Tablets 2.5mg + 5mg « 10mg “Chemiphar”

BAERA 7LOIJEYARYIVESEORFARRIREE

$£2.5mg #E5mg #E10mg
ERBES | 22000AMX01025000 | 22000AMX01026000 | 22400AMX00995000
BR7SRaIA 200847 H 200847H 20124 12H
OD#2.5mg OD#E5mg OD#E10mg
ERBES | 22100AMX02032000 | 22100AMX02033000 | 22500AMX01655000
F) EE—EREONAZICIVFERT S L BR5ERAME 20094E11H 20094E11H 2013%12H
2. 8% (ROBECFHESLBLIE) 32 RAOWR \ \
Ve RO DR EAMICH UBREOBEREDH S 7LUYEY | 7AUYEY [ FLUYEY
=62 HR7E4 $£2.5mg $E5mg $£10mg
[r277] (r177] [ri77]
R e |BEOT VL[ BEOREERADO
33'51*5%52&4* e S 1T Ty
FLUDEY | 7AuvPy | 7AUYEY = VAT [NPD
HR7e44 $£2.5mg $E5mg #£10mg \110/ \132/
[(r3i77] [r377] (ri77]
(BR) 7409((BR) 7409 (BR) 7409 | x| () @ Q
oS RS PN e oS N
s | e osme | aammg
’ (FLODEY | (FAODEY | (FLEYEY AT — = —
ELT25mg) | &£LT5mg) | &L T10mg) —
BBLLU—2, 8K VBARALY T L, 7 B 6.1mm 8.1mm 8.6mm
a7 27V ATVET UYL AT T VBT TR Es 2.9mm 3.4mm 3.7mm
" VUL, eFOrO—R, BILFE Y, LT R E& 103.5mg 207mg 258mg
LF8a #AlZ—F| NPI 109 NPI 110 NPI 132
FLuvYy | 7LuvEy | rauvy FLUYYy | 7Luv¥y | rLauvEy
HR7E4 OD#$#2.5mg OD#$#5mg OD#$E10mg fR7e4 OD#$E2.5mg OD#E5mg OD#$E10mg
[r3i77) [ri77] [(r3i77] [r377] [(r377] [r3i77]
(HR) 74auy|(HR) 74uy|(HR) 74uy R EN=IPEN BEEOREEFEA D OHREE
. EURYVIVEBE | EVRUIVERE | €Y IVERE
él?ﬁﬁiﬁ)} 3.47mg 6.93mg 13.87mg ES %
g (7rud¥y | (FLuPEYy | (FLrudy
& LT2.5mg) & LT5mg) & L T10mg) N e
D-v>= b=, &I (BT LI=7 4, £ RO M| i
FTOENRY —F, RO —R, BrEHF
Hk7 A, JEKRIM. ZORAEC Ry, 20 ,
NAT—2F b UYL, BEEKS A, € FOF fm) = . —
{{Sbﬂﬁu vua onl/‘t’ Lua _X\_\ 70 Xa—A, X¥7 Y IE%% 6.0mm 7.0mm 8.0mm
VEEIAY v —L, TF NEEF U LKA, T x 5 Smm 3 7mm 3 2mm
ZNNTF =5 (L-7 22 V7= Aba). ¥ T 8'5 1'20 1;90
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XY R—)by AFT V> SN oo 1
= ERARS Lk WHIS—F s 5397 | s 5377 | 10 53177
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BEPDEICIIIRPBFTE 2,




6. HERUHE

(#£2.5mg. #5mg. OD#E2.5mg. OD#E5mg)

SIFERE
EE. FAICIE 748 E LT2.5~5mgx 1 H1[E
ROBET %,
B, ERICE CHEEERT 55, BRATSRGEIC
IZ1H1E10mgE CHET 5 ENTE S,

BE. 6B EO/NRICIZ, 740 P ELT2.5mg
Z1HIERO#ET 5,
nB. Fh, AE, ERICKDBEEERT 2.

BRDVEE

WE. RAICE 72082 & LTomg#% 1 H 1 EREO#K
59%,
TB. ERICS CHEEERT 5.

(#10mg. OD#E10mg)

SIMFERE

B, AT L0V & LT2.5~5mg#x 1 H1E
FEORE9 5,
mhB, ERICS CEERETY 52 WRA TS LGS
1Z1H1E10mgE CHBT 22 LN TE B,

BIVE

WE. RAICIE 7L Y82 & LT5mg#Z ] B EROH
59%,
B, RIS CHEEERT 5.

. BENUREICEET 2E8
(§€2.5mg. #E5mg. OD#E2.5mg. OD#E5mg)
6L ED/NEADEEICEE L Tk, 1HSMgA#BA R\ &,

8. EEREANER

8.1 BEEMEHICEDLSDENENHLDLNLHI ENHAHDT,
EFE¥E. BEEOEEEERE O BREIRET 2K
ICIEFEESE5 &,

8.2 AANTMAEE BN E < &5 F L% b BR 2 BT
REPRDHENZD T, REFERGHIEEZ IO B EA % (E
HdaE&id,. AEYCICRESHFEICHEET 54 CEE
59452 &,

9. BENHREZEIT2EBEICHT IR

9.1 GHIE - BHEEEDNH D ES

9.1.1 BEICIMENERW\NESE

SHICIMEPMETRT 2BFNDH 5,

9.2 BikEEEEEE

9.2.1 EELBKEERESDHZEE

BEEICENVBREEDR T T 52 LN H 5,

9.3 FFiEEEEEE
HERICIEEICRSETS2E. SHE (10mg) 128
WCEIEAORBSEE B R B[RS H 5. KA
FELOFECREENS -0, MTEERBROERE
KOMAEE-REMETEE (AUC) PRI HZL
WH5. [11.2. 16.6.1 ZHE]

9.5 Wi
IR IR L C W A RTREE D b 5 RIS T 256
I BB LOBERENSERMEE LB S LS N 515
BILOARET S L, BYERTHIBRHICEST 2
EIHIREAR R OV IR IER T 5 Z L ERO 5N TV A Y,

9.6 E3m
HELOBEREROBIREBEOERELZER L, B
W iah b 2R T 52 &, b NREALHFARITT A2
EDHESNTNSY,

9.7 INE
EHAKER, $iER. FLRIL6RARmMOL R % R
& UT-HRIRFRBRITEME L T2,

9.8 Gifi&E
EFE (2.5mg/H) »oH5 %KY 5% SEEICK
53s2L, ~MICGEAEOEEIIFE LI ZVEEINT
Wao ENEIRERE CIMHRENE < MR E
PEL RAEANBOENTNEY, [16.6.3 ]

10. #8E{EA

ARORHIIEE L L TEMRBEBERCYPIAINES LT
WBHEEZLNT WA,
10.2 HAER (HAISERISTL)

A2 FE R - HEEBFE W - fERET
BEEERZET | FEERPSEES N HEIERZE®RT 2
% EEH| BENDDH 5, BENDDH 5,
CYP3A4MEER | V) 20~ A ¥ > RUO|EAORE S EESNIC

ITY2UXA|\INFTELEDHABEES NS AJgEE 1=

v &0, KFlomMAE Z651%,

VLNFTEL |ENLERLZEDORE

YUhFEL (BHB.

A4 N7 as

V=) s
CYP3AAFHEA] | AH| O M- IEE BME TR | RAORH AP EES N

V77U TEBINDEDH S, HAREENEZ 5N,

V&

TU—T 7N — KRB OETEERAPER L —-TT7V—VIlE
VVa—A SNBBENDIDD. NP EE DR
#AEPHEL. KFH oM
RIEEN LRI SR
HENEZ SN,
VUNATF U |\ UNAY F 80mg|FIIAHTH S,
(ENERZROEHE)
LOBRHICED, v
NAYZFOAUCH
T7%ER L7z & DS
W5
Yra LA |FHEICED Y70 L KEEY 7O LRI,
20MmAEENS ER L. |FEE LTCYP3A4IC K
BEEZDy 7O L|IDREBSNE -0, 6
ZDBMERPRBET A HICKDY 7O ) LR
BEND B, HHHABEORBPHESNSA]
Iy 7)) LAZADM EESZEZ 5N,
hEEEZE=4%— L.
MBI LTy 7aY
LADHE*FAET S
Zé&s
11. BIER

WROBWERNHEbN B ENHHDT, BEZ DT
W, BEARDONESICEBREERIET A EEYL
MBZEITH &,
11.1 EXRENER
11.1.1 BEFFR BEEAHR). BFhgRE
AST. ALT. v-GTPD LF&E %4> FEEREDH
S5bNbZENDH 5,
11.1.2 SEFERIBRAE (BEEREH). BMEREA (0.1%:KiH). M
MRS (BEEAREE)
1113 BEJOv 7 (0.1%K)
BIR. OFVWEOWHIERP D SHbNE ENH 5,
11.1.4 {EARRIARAE (B REH)
AR, A, CKER., MPEURPIF 7oL
v ERENH S ONGEEICIE, S eHRIEL, #EHY)
BUMBEITH &, £z, HMRMMBEIC X 280
BEORIEICERT S &,

=. ®E (0.1%AKH)

11.2 ZOHOBIER
0.1 ~ 1%
ALT. ASTO E
5. BB 8 B
%, ALP. LDH
DLR
EEED . 13T
D (B, B
WALE) . BB,
EAE
HEWV - 55D
&, FM - TE
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BEXR3EZE7 0
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0.1~ 1%ARi* | 0.1%AKIH*2) SHEEANBA

AR ERARTUAE . | BIETR. BN
B HHE

WHR - & |BUNLEH JV7Fo v ER | BEEE. R
VB R SR - REBRIR. R |[EE

EAE A RIE M
. RPERBE

MEaLAs5Fua—v
ER. CKER. &
Mg, BERE. FRF
7 R i

Mg FIMBR, ~NE 20 Y| /MRED
V. BIEROEAD .
HnEkIEN, K3

BEE | FZ ZOFE. UCARRE.|ZIEAN. IE

FERRBBIE 7%, IMEFE

HE (EAICED)
AR

Zoftt | 2SR LU, BARE B|ZE(EsE. B
. B, RER| B, B AE
WLOES . . FEE. FER
BOROEE. B, KR KE
e, RERE., 2\ Z6

T IMHA Y Y LR

&

Feizl

Fl) EELTI0mgzRE5 LG, BWHE TR 5,
[9.3. 17.1.1 ZH¥]
E2) HIHEEIEHAREREZ & T,

13. BEKRS

13.1 fEIR
BEORMMEIEICED., Yavr2eEtELVMLE
ETREREHSERERIT I END 5,

13.2 W@

FHRENZBHEEIZ V. AFIIEREEERIEVZD,
BITICE BBEIZED TRV,
/. RERAERICERREZBREG L-HE. KEO
AUCIZ99% D L. ARF2ERE% TlZ49% D Lz 2 &
6. AELBERGREOIVGENHILE & U CTEERBES
BERTHAHEMESNTNEY,

14. BRALODFER
14.1 ZHFARFOER
(&)
14.1.1 PEIRIBBEDIHERT S &, nEIRIHERT 255
i, D E30EBAICERY 5 2 &
(OD#g)
14.1.2 BEIRIIEDICHERAT 2 2 & HERPTEETRE
THHEITIE BR ERITRET S &,
14.2 ZEHIBFFOER
(ERFIHE)
14.2.1 PTPEEDOFEANIPTPY — b2 5B H L TARAT %
LOHEET L L, PTPY— FORBEKICKD ., L
AP RERBEARA L, B3z B 2 L THithR
RREDEELAWEEZHET LI ENDH 5.
(OD#g)
14.2.2 KFIZPTPY — MG S WD H L THRET 53545
L BR. KRBT TRET A2EI5EET LI L.
14.2.3 AAIZFO LICOE TR 2 BES 5 CARET 57
., Kz LTIRATFRETH 5. £/, KTIRAT2Z
LEHTES,

15. ZOfDFER

15.1 ERARERICED <158
ERBEBRIZHAS P THVA RENC X 2 0EHIDAIE
EPAER (DEMHEMZEG) PHONZEORED
HBo

16. EMENRE
16.1 MAEE
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) .
278ng - hr/mL (‘PHfE) KRU35.1EH (FEfE) ©H
0. SHEA EHE L 7-ER. RfkTd - 725,
16.1.2 RiE%5S
RERAGH (FHEHRI3O®K) K7L ELT
2.5mgz1H1E4HBRERS LzBEomiEdh 7 L0
VEVREIR, BE56~8HBRIEEREIGEL, Do
EHEIROoN AP o7z, mEREH (14HE) DCrmax
K UAUCo~2anrtd ENEN3.5ng/mL& '61.8ng - hr/mL
THO., WEESE (1.4ng/mL&0°19.3ng - hr/mL)
DRIBMETH > 7z, EGHIEER. MIEFREIZER L. &%
5 E5H H12130.24ng/mL & 72 - 729,
16.1.3 &2 HEIFHEHER
(ZLOYEVEE2.5mg [5=T7])
TLARBTEVEE2.5mg [FI7 7] &) VNRATEE
25mg#. ZUAF—N—FEc LD ENENIEE (740
VY ELT2.5mg) BEMRABTFICHEERDIEORS
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)
VRN A ]

N 40.73£9.32 |1.089£0.268| 6.8+1.2 | 44.7+5.9
25mg [7377]
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

(ng/mL)
1.5

Mean£S.D., n=12

—e— LUV VEE2.5mg [7377]
--0-- JJWNAZ§§2.5mg

WS RIHHSE

0 12 24 36 48 60 72 (58)
% 5 % B
(ZLOYVEVEESMg [5=T7])
TLuYE EESME [ 17 7] & IWNAZEESMEg%E
JOURAF=N—FEILLDENENIE (T EL
T5mg) BEMABFICREREZEORS L MR
EAGBELZHEL., SoniENHE/INIT X —F
(AUC. Cmax) DWW TO0%(EHEX RIEIC THETHEMNT %
o742, log (0.80) ~log (1.25) O#HFENTH D
WAIOAEMZ RS PR S h 7,
HEST A=Y BENTRA—Y
AUCo~72nr Cmax Tmax Ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
PN AT ]

+ + + +
Smg [7377) 88.88+27.16(2.281+0.615|7.5+1.6 | 43.8+8.0

JWNA Y §E5mg |81.34+16.82]2.1224+0.370{7.5£1.7]|45.7+13.8
Mean=+S.D., n=12
(ng/mL)

Mean+S.D., n=12

% —e—T7LuYEVESmg 7377

;‘E -0-- JLNR T §E5mg

E
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B

0 12 24 36 48 60 72 (RsfE)
% 5 1% Ik H



(7 LOYEYOD§R2.5mg =77

7LuYE ODEE2.5mg (737 7] &74uy 0D
$82.5mg#x. JURAF—N—KICKDZNZTNIEE (7L
OYErELT2.5mg) BRI BEERR R
5 (K7 UCHRAKOKTIRA) LR RZELikE
EEBEL. Bonl-EYHE/ST X —% (AUC,
Cmax) 12DV TO0%EHE X HIEIC CTHEMEMNT 24T - 724
#. log (0.80) ~log (1.25) O&ENTH V. WHID
EVIERRISE SR S N7,

(K7 UChRA)

HEINTR—% BENRFTA—4

AUCo~72nr
(ng - hr/mL)

Ti2
(hr)

Tmax

(hr)

Cmax

(ng/mL)

7 L0 Y ODSE
25mg [r377]

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

2.5mg

Mean+S.D.,, n=13
(ng/mL)

TS ROH-EERE

o
[

2 r

—
w
T

0

Mean+S.D., n=13

—e— 7.0V 0OD$E2.5mg [7377 ]
--0-- 741 Y »OD#E2.5mg

0

36
% 5 % 5 M

60 72 ()

OKTHRA)

HENTA=4 SENT A4

AUCo~72hr Crmax
(ng - hr/mL)| (ng/mL)

Tmax Ti2
(hr) (hr)

7 L0 Y OD§E
25mg [7377]

33.15£8.54 |1.113£0.262|6.1£1.6| 39.2+8.7

7 LY »OD$E

36.08+9.44 |1.237+£0.299|5.8+1.4| 39.1+8.7

2.5mg

Mean+S.D.,, n=14
(ng/mL)

WS RS

2 -

—
w
T

—

o
wn

Mean#S.D., n=14
—e— 7LV OD§E2.5mg [7377]
- --0-- 740 Y »OD$E2.5mg

36 48

125 1% 0 1
(7 LOYEVODEESmME =7 7))
7LuYY¥rODSESmE [ 37 7] &748Y Y 0OD8E
SmgE. ZUAA—N—EIckD FhPNIE (FLOY
¥ e LTomg) BEMABTFICHEREREO®RS (K
% UCIRARO/KTIRA) L CIMEHRRE(LIREE % H
ib\ ?%%ﬂt%%%jﬁg/gﬁ)(—‘g (AUC\ Cmax) e}
WTO0BEMX LIS TREH T 21T > 2/ R, log
(0.80) ~log (1.25) QEEMNTH . WA DOEMFH
PR S N7

(K7 L CHRA)

HENT A =% SENTA—%

AUCo~72nr
(ng * hr/mL)

Ti2
(hr)

Tmax

(hr)

Cmax

(ng/mL)

7 50 Y ODSE
Smg [73I77]

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

Smg

Mean*=S.D., n=14

25t

FRAESF S N-EERE

0.5

Mean£S.D., n=14

—e— 7LuY>OD$ESmg [73I77 ]
--0-- 741 Y Y OD$E5mg

(K THRA)

24

36

48

%5 %K H

60 72 ()

HEST A=Y

BENTA—Y

AUCo~72nr
(ng - hr/mL)

Cmax
(ng/mL)

Ti2
(hr)

Tmax

(hr)

7 L0 Y ODSE
Smg [7377]

66.79+18.51

2.143+0.484

6.5t1.4|43.6+19.5

7 a3 ODgE

68.62+16.43

2.211£0.569

6.2+0.4| 36.5+4.2

5mg

Mean=+S.D., n=13
(ng/mL)

3.

25t

FRAESF SRR E

0.5 H

N

&)

,_

Mean+S.D., n=13

—e—7LuY>OD$ESmg [7377 ]
--0-- 740 »OD#E5mg

0 12

36 48 60 72 ()
# 5 % KR
(7 LOYEOD§R10mg [T 7))
7,40V ¥ OD$EIOmg 737 7] £748Y>20D
#El0mg%E. 7O AF —N—3EICLXDENENIEE (T4
oYy ELTl0mg) BEMABFICHEREREORS
(K7e UCIRAKR UK TIRA) L CIEEPRE(LFRE =
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,

24

(K7 UCiRA)

HEIRT A=
AUCo~72nr Crmax
(ng - hr/mL) | (ng/mL)

BENTA—45
T2
(hr)

Tmax

(hr)

7 LuYE¥ODEE
10mg [r37 7]

178.54+67.33

5.513%+1.699

5.9+1.0|47.0£15.8

7 L1 OD§E
10mg

194.70+64.34

5.842+1.645

6.3£0.6| 41.7+£6.5

Mean=+S.D., n=13

(ng/mL)
8.

TSNS EE
o~ N W A U1 O N
o]

Mean+S.D., n=13

——7LuYEYODEIOmE 7377
--0-- 740Y »OD#E10mg

36

%5 % EH

72 ()



(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
i ?#T --0--740Y »OD#E10mg 2,
B - < S 16.6.3 EiE
T e ZEBMPEREFON (B2, 24, FHEHRTI.TR) 17
gé; 3t B LYy ELTomgxHn, KUOSHEKRERS LiH
- | e ~ HOEMEE/)ST X —FIIROBEY TH S, HEERS L
oy T T 7. HEBERA (56, FHEM22.35%) Ik,
0 ' L L L L . Cmaxx AUCL;ﬁ%‘:%{E%ﬁbflﬁf\ Tl/ZL:ﬁij:%Li%ﬁ
0 12 24 36 48 60 72 (F¥f) OoNED oz, REBEGRICEEBFEZFOMEST L0
RGRER SEVBEREFELVLEEB LN, TONy—
MEEFEELCICAUC, CoaBD/8T X =513, PiEEE VIIEEFICELULTBY, BEETEOERISELAT
DR, FROPRIEE - BEFORBEHICL > TR BIEAIZRO 5N -73, [9.8 BIR]
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 —

BB

|

P RIET EHO
16.3 9%
16.3.1 MIFEEREE
b MRER & OREERIZI7.1%TH 729,
16.4 X8
T s REREEE VL FOCY VY BOBLLEEY Y
VEBERUZ DBILAI T I ) (A TH - 7210,
16.5 Pttt
16.5.1 FRepHEtt
EERR A 6F1Ic 7 51 P & LT2.5mgid5mg & B
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 RMECH S DIMEREENDIER
BIERZEDahl S v M7 A0 P r 2 10ERI DL b
By &k, mmicfE S ME EF KOG EES RO
BIREE. 714 7Y VIRBEFEOMERESIEI S Wiz,
MR BRESIMES v MI7 410 Y 3mg/kg/H % &
BE5T 5 LIck D ME EFOIHIR O R
OoNiz. Eiz, DHOMRMEIL. BOBEEEEIRK . KIK
BEEEREE, REEZEHEEOREDORELIRAS » I S
ntw,zo)o

18.4 iBVEEIER
FHZ v MDEICB VLT, BI/FERREO.OHRRERH%
RANRIAER, 720V RGO REIC AN TDIX
fEhoREFEES . HABNCa> BOBMNATIH S i,
HMAATPERGZ LT F V) VERBOEIES (2 S 1.
DR EERP RS Nz,
F 2 IMEERFEEDEICB VLT, EZdp/dth OEZE N EH
FEMER L. DHBRREERE LD L7222,

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, H%

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

100%¢ [10%% (PTP) x10]
1408 [1488 (PTP) x10]
500%% [10%% (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%¢ [10%€ (PTP) X50]
5008t [F92F v 7. NT]
7008 [148% (PTP) x50]
1,000%% [10% (PTP) x100]
(FLOVEVEEIOME =77
100#% [10%E (PTP) x10]
(7 LOYEVOD§E2.5mg =T 7))
100%E [10%E (PTP) x10. #ZBHIAD]
5008% [108 (PTP) x50, HZEAIAD]
5008 [FFAF v 7. NT. EEAIAD]
(7 LOYEVODgESME =7 7))
100%% [10%E (PTP) x10. #ZEHIAD]
5008% [10%E (PTP) x50, EZEAIAD]
5008 [7FAF v 7. NT. ERAIAD]
1,000%% [10%E (PTP) x100. ¥Z&HIAD]
(7 LOYEVODEE10mg [T 7))
100%E [10%E (PTP) x10. #ZBHIAD]
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