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14. BALEDEE

14.1 EXRAREOXE
SEBIZEDICHEHT A L, DEERLEEHTREST S
BAIZIE, R, BRI THRET S &,

14.2 EFZMNEFOXE

14.2.1 PTP @ D#FHFL PTP ¥ — bS5 Y U TR
LEHIBET A L, PTP U — FORRICK D, AV SEA
EEASE R AT A L, T35l 2 B2 LTI 50
WELAEWELZET LI DD D,

14.2.2 R#H)% PTP ¥ — 2S00 L THRAES 235613 iR
G BRI TRIET A L IRET L2 L,

14.2.3 AHNITED FIZOB TR 2R 385 & T 572
W, K LTHRATRETH 5o T2, KTHRATAZ LB T
g Z)O

15. ZO/MOEE

15.1 BRERERICE D 158
PRBAERIZIA & 2 T WS, RANZ X B EFE IO ES
RENR (RN E &) PARbR2E MGl H 5,

16. FEMEHEE
16.1 MARE
16.1.1 HERE

RS 20 B2 7 20 Y E Yk LT 10mg % HEHRS L7:
E#O)[m‘iﬁq]()%ﬁ@ Tmax\ CmaX\ AUCO*IastB(Us T1/2 Li\ %ﬂ
ZI 8.0 BEfE (hoefli). 5.84ng/mL (CFI91H). 278ng -
hr/mL CF#ME) K% 0°35.1 M CFEfE) Thh . FEA
LB L 7245, R CTH - 720,
16.1.2 RE#®RS

fle e N 6 B CF4ERT33.5 ) 1278 LT
2.5mg & 1 H 114 HHREHSG L728aoMiEs 7 Au
DY VL, 5 6~8 HIRICERIREBIEL., Dkod

FHILRD N h o720 TG H (14 HH) @ Coax KT
AUCo~24nr 1ZZ N2 3.5ng/mL K U 61.8ng - hr/mL T
0. WEFEG-H (1.4ng/mL K% 08 19.3ng - hr/mL) ®O# 3
fECho7z. BehHiEf, MG EE TR L. #5HIES
HHEIZ1Z0.24ng/mL & 7% - 727,

16.1.3 &Y FHEF MR

(1) 7LOYE> OD#E2.5mg [7 XIV]
7oYYL ODEE2.5mg [7A)V] RO7 2102 0D
$e2.5mg &, ZUAL—N—LIZL)ENENLEE (T4
TP ¥l LT 2.5me) HEHER S T ICH MR G L
TIAEF 7 20 D ¥ R ZHE L, 155 S8 EEE o
A—4% (AUC. Cmax) 22T 90%EMHEX B 12 THiEH R
M &2AT - 729, log (0.8) ~log (1.25) OHPHNTH D
T O AW 22 R S ATERR S 728

HWMENRE/ ST A —5 kD ) #5)

HENT A—% BHEINTA—F
AUCo-72 Crnax Tmax ti2
(ng-hr/mL)| (ng/mL) (hr) (hr)
7TLrOYE Y
OD $£2.5mg| 45.5+9.9 | 1.37+0.34 | 6.8+1.0 | 37.1%*4.9
[7 2]
TLaaY s
OD % 2.5mg 45.2+9.7 | 1.40+0.30 | 6.8%£0.8 | 39.1%+5.6
(1 $#% 5, Mean+S.D ., n=11)
(ng/mL)
2.0 r
i —e— 7V A0 YE > OD§E2. gl 7 X)L |
I ---0--- 7 A 1Y > 0D§E2. bng
15 - Mean=S.D., n=11
7
N
o 1.0 r
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> 0.5 F
=3
0.0 $ti 1 ) )
03691215 24 48 72 (51D

5
IMeE Y IREHER kD D $55)
EMBRE ST A — 5 k7% LIS

HENT A =% BEINTG A =5
AUCO"72 Cmax Tmax t1/2
(ng-hr/mL)| (ng/mL) (hr) (hr)
FTLrOYE Y
OD $E2.5mg| 43.7+11.0 | 1.27£0.46 | 7.1£0.7 |43.0+12.7
[7 2]
VAN =RV
OD $# 2.5mg 45.2+9.0 | 1.33£0.41 | 7.4x1.7 |44.2£10.7
(1 $24%5-, Mean=S.D., n=11)
(ng/mL)
2.0 r
I —e— 7 AL YK 0D ngl 77 A )L |
I ---0--- 7 A0 > 0D§E2. Smg
15 - Mean=+S.D., n=11
7
N
o 1.0 r
=
> 0.5 F
i3
i1 j
0.0 [ ST L L
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G- E
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(2) 7LOYE> OD$E5mg [7 A1)
T7ALEYEYODEESME [T AN RO7 4832 0D $
Smg %, 7 OAF —N—EZk ) FNREN 1§ (TLraPE
v & LT Smg) BEEER AT TS AT Rl % - L C g
TAuYEVEETEEL, SN RMEE T 2 —F
(AUC. Cmax) 22T 90%/8 HEIX M 2 TR % 47
S 72HER, log (0.8) ~log (1.25) O#IHNTDH Y. WHID

16.3 2%
16.3.1 MIFEAFEEE

b NMAEE & DR AGERIE 97.1% (in vitrow P &)
16.4 X3

T RBREEEY e Fu¥y YU BROBILLZY Y Y
VEBR RN E DOFRLIL T 3 /R TH o 721,

S AR S
KB T A—5 (kb ) #5)

16.5 HEiftt
16.5.1 FRep#Eit

— F—— EER N6 BT 20T ¥ rE LT 2.5mg Xi bmg % H

e A=Y BENTAY LT L 7= 556, JR e 12 KA & L C il S 15 #14

AUCoz || Coen Tnas b NS < FROBGRIZ BT IR AR

__|(ng-he/ml)| (ng/ml) | (he) (hr) FE5% 24 B F CLoiE 5RO 3%. 144 BER £ I 8%

TanTEY Thote F722.5mg % 1 H 114 0 MMEHHS L%

OD5E5mg | 89.8+24.1 | 2.59+0.57 | 6.5+1.8 | 35.9%7.5 G ORPHEERIAIE 5B 6 0 H TIEIZERIREIEL, 6

s HHBEO 1 H %7 ) 0 KZLEo R Pl # 6.3~
TE T 10034235 | 2.620.60 | 7.12.4 | 33.9+5.0 7.4%TH oD, -

OD #t 5mg BEHER A 2 B MC-FE# 7 200 Y ¥ v 15mg % B8

(1§25, Mean+S.D ., n=11) H L7286 %5 12 H B £ TS HUETRED 59.3% I3 R H1,

(ne /L) 23,49\ FE P T BRI X AU, 55 72 BEH F oo R R A

. D WD FEANR T o 720 O O FEO LA &

—e— 7 A0 OD§ESmg 7 Al
---0--- 7 A0 > ODEE 5 ng
3l Mean=+S.D., n=11

nw HEAT—%).
BB, INHMAHWCRT 2o Lo CHEIETIZEE
OHHN TN\,
16.6 HENEREEHITHEBE
16.6.1 FFikpERE=ZAE
W2 % (Child 5736 A, B) 5fllc72uayEr e L
Ll T 2.5mg x A5 L7286 o b i BEHERS I OV 3 &)
; TENT A= 5 I ZKBIROB) TH D, EERAIIEL.
G- T2 BB OIMPRENEZIZ LA L, T, AUC TR

BEVRUINDNEEE
Do

0 o ! ! ' EHERLDEERIEO SN o7219, (9.3 2]
03691215 24 48 72 (R (ng/mL)
515 ®
A SRR EHRE Okd D) &5) * FPRERERE (n-5)
., s o= s o EEBEA (n=6)
KWERE ST X =5 Ok LES) e 4p<0.05
HEIST A —F BHEINTG A — g} s Mean+S.E.
AUCo-72 Crnax Tmax ti2 75 051
(ng-hr/mL)| (ng/mL) (hr) (hr) >
TAUYE Y e
OD $t5mg | 88.8+18.5 | 2.46+0.57 | 7.8+2.9 37.0£7.8 014 \‘\\
[7 4] —— . T T 2
6 12 24 48 72 96 120 (RsfE)
TAaT v
OD & 5mg 89.2+t14.1 | 2.48+0.30 | 8.0+2.8 36.4£6.2 5 SRR
(1 $24%5-, Mean=S.D., n=10) Tmax Cumax AUCo~w Tz
(hr) (ng/mL) |(ng-hr/mL) (hr)
(ng/mL)
4 FF R = 7.2%£1.2 1.9+0.2 [104.0+15.5| 43.0£8.0
i e YL\D’/“E‘/Ofgﬁ’i’SmgFY AV B
---0--- 7 A0 Y 2 0DEE 5 g Y L 7
| Veas b PiESS HHEB A | 7.3+0.4 | 1.64+0.07 | 68.1+5.4 | 33.3%2.2
7 HHEEMGE "n.s.
N Mean=*S.E.
2 |
> 16.6.2 /N2
=4 SBIEELEE 720 LT1H1.3~20mg % #f5:
fé LH PG Lo B ESE BB OSSR, 20 7T v A (B
= j i) &, 6~124% (34%1) T24.9L/hr, 13~17 & (28 )
Y SR ‘ T27.9L/hr EHEE S RAICBU 2L A TH - 7219
03691215 24 18 72 (W) WEAF—%),

P 5%
MY R R Ok LIS
MR O AUC, Cmax 550/855 X — & 13, bk
OFEPR REOTRIA L - BRI ORMBREIC L > TRER S
WREMED D 5 o
16.2 TR
16.2.1 EEORE
fEER AT 2B Y LTChmg % 7 0 AF — /38—
L0 ZIER O ERICHERR RS L7286 oS gEhRE s
TA=FIIEEEFROLNT, 720V ORI &I
TEHFOEEBIVZVWLDEEZLNDY,

W) NBEBEICBOWTARFOKZE S N 1 HillE A=
25mg ‘(‘\%Z‘)O
16.6.3 SipE

BAEBIMTRERE 6 61 (B 2, &4, FIER79.7/) 127
A0V E e LComg FHEL, KO8 HMKERS L7
BORWENHEINT XA —F13RKOBY TH S, HEks L7z
WA, EAEMEER A (B 6. FIER22.3) 2L,
Cmaxs AUC IZHFEICEMEZ R L2HY, Tre ICHEAITEED
SN horlz. KEKRSHEIIZEEZFOMET 720V
VIEBIIEEE LD R CHER LS, T8y — VI
FIHEBLTB Y BEE TEOERDHERT B EITFED
bedrorzt, [9.8 ]



BAE S ML B TR
B G0 | BRI G- | B 50 | RS-
Cmax (ng/mL)|4.24+0.08” | 14.9+2.29 | 2.63=0.35 | 7.51%0.32
Tmax (hr) 7.2+0.49 | 8.0%1.8 | 6.7+0.42 | 8.0=0.7
Tz (hr) 37.5+6.0 |47.4*11.3| 27.74.6 | 34.7+2.7
AUC 116.9+8 .4 — 63.2%5.5 —
(ng + hr/mL)
Mean=S.E.. AUC : 0~48 ;[ fiti
@ p<0.05, P p<0.01 (vs )
16.8 Z D1t

72T Y Y OD$E 10mg [T ANM] &, 728Y ¥ 0D
$E5mg [ 7 AV ] BAEHERIFK L |7z & & EHEEEAE S &
HIE S, W RS b T Sz,

17. ERERRIE

17.1 HsERURELMICEAT 258k

(&I ESE)

17.1.1 ERNERRHER
EIMEE 5 A A %03 (TR L) 1285, 5% (503/588
Bl) THH, —EERILERBEICL--TL T8V EYOf
FHEDRD b, F /o, BEEZ D SIUEEISH LT
80.0% (28/35 fBll) . FEHE & IMEAE W2/ LT 88.9% (8/9
Bl OEREE R 2192,

17.1.2 ENE I HEHER
T7LEYY Y ELTomg % 1 H 1 [H8HEEHSHIZ. I
HAIME A 140mmHg VL E % 7R3 835 305 6l %2 312500 ¢,
7raYE Y E LT 10mg Xid5mg % 1 H 11\ 8 E[M#%S
L7z L EONUEMIMTEDN— 2 F A ¥ 5 0ZELE DY
1%, 10mg #£T 13.7mmHg O T, 5mg # T 7.0mmHg
OIERTTH Y. MEEENARE A E R EZNA LN,
[ R S % & T RIEH O Z88151%. Smg BT 3.9%
(6/154 1) 12, 10mg BETIX 9.9% (15/151 #1) 2B 5N
720 EH=E (10mg) $%5-FE I FIEAYE WAEEE CTREo & 1L,
10mg BT 3.3%TH - 722, [11.2 2]
K HI2, fkfeatEr e L CER L 2B SREBETT 20 v
e L TC10mg % 1 H 1 m@&E LT 52 MM S Lz, IX
WEIMEO N =25 4 V260w FIHiHEI
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18.1 fERAHRF
HBIE DO EENAKGEYE S VY 7 W F v FOVICEERAIC S
L\%%W«wcﬁ*wﬁk%ﬁ¢éﬁé tcib ek 111
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TR SR W LSO LN TE Y Bl S T O ED T
HL AW EABD LN T VDY,
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STz, Fo, DA OMKEL, B OBIEERIR IS, SRERAE
MEARE . M ZE M EOREOFE S S 212l &
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D REE AR STz
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JEAET L. Ol E = b i L 723080,
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BT 52 L,

22. ‘@%E
(7LOYE>OD#E2.5mg [7XIL])
100 % [10 $Ex 10 ; PTP : #2 KA D ]
500 $ [10 $E x50 : PTP : #2JE#I A Y ]
(7LOYE> OD#ES5mg [7XIL])
100 2 [10 $Ex 10 ; PTP : #EHIA D ]
500 $& [10 $E x50 : PTP : #ZJ#I A Y ]
(7LOYE> OD#E10mg [ XIL])
100 2 [10 $Ex 10 ; PTP : #2EHIA D ]
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2) WEARBK o O FASEEE. 1991 ;42 (2) © 167-176
3) Naito T., etal. :J. Hum. Lact. 2015: 31 (2) : 301-306
4) ZEF: i Geriatric Medicine. 1991 ;29 (6) : 899-902
5) Laine K., et al. :Br. J. Clin. Pharmacol. 1997:43 (1) :
29-33
6) BERAICBITST7 20V Y 10mg Bk G o% 4
P& SR EhRE () VNA 7 §E - OD 8. 740 U §E -
OD & : 2009 4F 2 H 23 HA&ZE, FAaHmE)
7) ESEEF i ERREESE. 199157 (7) : 1407-1435
8) MEMMEL. M BEE= &5 2009 5 62 (3) © 555-569
9) JHYLRER il c SEEE XA, 19915 19 (7) © 2933-2942
10) 7oA (=3 7EASE - 20104F 4 H 16 HAGE., HiEE
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11) Beresford A. P., et al.
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13) FlynnJ. T. etal.:]. Clin. Pharmacol. 2006 : 46 (8) :
905-916
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FLNERL - A E SRR (OD $E 10mg)
HELEER M SEF LR 1991519 (7) ¢ 2853-2871
BaERE i SEER &G 1991 5 19 (7) © 2873-2893
BEEERE b SEBE LG 1991 5 19 (7) & 2895-2908
BT Al BRIREEA. 1991 19 (2) : 213-241
RIS Ml 3B & 959 . 1993 5 21 (2) : 505-526
IDHATAE A c SRR &R 19915 19 (8) © 3189-3203
T A0V Y OEIMEREICK T 5 AL L 0% aett
(72 y MELASE - 2009 4 7 A 7 HAKGE, HIFEER
WEEL2.7.3.4)

Fujiwara T., et al. :]J. Hum. Hypertens. 2009:23 (8) :
521-529
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IR #GE b 0 HARSEHEAMERE . 1991 97 (3) 1 167-178
IR EGE b 0 HASEEAMERE . 19915 97 (2) 1 115-126
Fleckenstein A ., et al. : Am. J. Cardiol. 1989:64 (17) :
211-341

Suzuki M., et al. :Eur. J. Pharmacol. 1993:228 (5-6) :
269-274
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Amlodipine OD Tablets [AMEL]

. OD#$¢2.5mg OD#$t5mg OD#£10mg
ii%‘é['ﬁ? = ARG | 22100AMX02068 | 22100AMX02069 | 22400AMX01049
A T R Wichil: | 2009114 | 2009%11A 2013F 17

2. BR (ROBHCEEE LA L) T I AR AP i“f_’%

T Fuvy Yy RMEAEWITN LBIE OO B 5
il HEA D %
) . VAP RIS AM KW
3. #R - IR OD $% 10mg [ 7 AM
3.1 #R XV EAE ¢ #) 80mm /0D10
4 7 A0 Y ¥y OD §T72a0YY Y OD$EbSng wiEf |EE 8 39mm
PIET 9 5mg [ 7 AV [7A)V] B #190.0mg
I HR7 40PV |1 HRT7T 40T E Y aha =
BR | NYUIVEENE 347Tmg (7 4|V OVERER 693mg (7 2 4@%3‘5?%
EOHT Do R
- . o . 5. ®EENIIHRICEEET HXE
D-v>Y=Z b=, TAND-v = h=)b, TAN s
VT — A <L>7l:«)1/7 T — A (L—7:L:—)1/7 2’—(%[ i)‘j}%yafﬂﬁ)'ﬁiﬁzfﬁ)éf’&) El (D%%%?%Tﬁ‘
5= LG, B0 R | T AL, £ 7T A FESRE ISR RATIIFT T & e
wl [T TR ﬁ’éél%' (F—ju—2, #4455 (¥— 6. HERUHE
L—F, bl o—2 | L—F, fEfero— 2, & U S
FAY b=V TRVIRA|LA 2 b=y T XIVERA WEL AT ATV E Y L LT 2.5~5mg & 1 H 1A%
FTUNF YA FTUNF YA M54 2.
s s 7 c N i I N \f el
Wtk 740 C5 OD B 0mg (740 L G
lfEdm, HR7 20V E XY VIR WEL 6L EO/REIIE, 7TATYEYE LT 2.5mg % 1
Hahsr  [1387mg (7248 YE Y & LT 10mg) = &H g1 [E];@[:]:}’y\“%féo
ERCE B, e, ARE, ERICE D EERET 5.
D-v = b=, fiftla—A, 670X BeIE
O—A, 7AW F—24 (L7227 5= HL RAICIET A Y E LT 5mg & 1 H 1 R
EA | ALa). e (-t Y) T 5% %, o
IZWAL—=F, LAY =V, TIVEER B FERIZIS CEEIIE S %0
FTUNF YA (OD #¢ 10mg)
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. , , e | W C# 5% 5o
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7’?‘3 7 Er/ KW . RACIET ATV L E LCbmg % 1 H 1 O
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#n LS Y 28mm BB AERIZIE DEEHER T 5o
U # 800mg 7. RERUARCIEET 3518
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conm v | % s)— | w S ELEOPRNORIIRL T 1 H Smg 220
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.5 1113

IR AT IR LT B W D & 2 etk 1o 53 5 412
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10. tHE/EH
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~19, N Sl N ) [ B Y i N N
01T o ki | L iR e e, | THD. AR
P - 16.1.2 RE®RS
e BRI 6 61 CFISERG 33.5 ) 17 A0S L LT
o CK 5. B 2.5mg % 1 H 1 [ 14 HIEREHT L2 & ol 7 40
AT s W T VU VIEEIL, 5 6~-8 HIRICERIREIEL., DHBEOE
1:];“7‘? K 17‘ o B SN Lol &S H (14 HH) @ Cmax &
e, Y AUCo~24nr (EZ 1271 3.5ng/mL N 61.8ng - hr/mL T
- - — HY . WEFGE (1.4ng/mL K 1°19.3ng - hr/mL) OF
ARIMLER A~ 77 /MR 3 TH o700 HG IR, MUk TR LR L %51k
i o IR 5 H HICIF 0. 24ng/mL ¥ 725727,
DD B 16.1.3 EMFHFZHHER
. SR3E 7ATYE Y OD 4 5mgl 7 AV L7 A0Y Y OD $ 5mg
BE 5895 Z I LA\ ZTEALRE. A % 7D7\7?—/‘\“—‘2£L:Jib%ﬂ%“ﬂlfi (rruvvrk
= 15 TR BBURE | 75 I R IE L C 5mg) RS A T2k 7% L3RS b Tt E Rl
GEFNZ L)) 35 LIS R LA 2 58 L 150 1S B e /S
mi A R S5 % —% (AUC. Cmax) 22T 90%EHEX 1 Tliat
YT . ” J T ——— JENT 2 AT o 7oiEH. log (0.80) ~log (1.25) O#iPANTH
SaERR (LR RO EEE R )\ TR AR S 7Y
I, BRELFE . (B, R E R HWERE/ ST X — 5 (RS, Kz L)
A N AN AN ST N3 | HENTA—F BEINGA—F
Z o B, MR | A M AUC 0~ Cmax Tmax T2
IR [T B8 | S (ng-hr/mL)| (ng/mL) (hr) (hr)
JBE £, ATV
GV RPN OD#%i5mg | 98.5+16.9 | 2.6+0.6 | 8.7+2.4 | 37.6%8.2
A (7 A
1) W LT 10mg 295 LB 10, BOEETHED S TAUYY g7 12159 | 2.6+0.4 | 8.5+2.1 | 39.6+9.5
7. [9.3, 17.1.1 B OD §t Smg
T 2) SEHUHEE XHBEREL &, (Mean+S.D., n=15)
13. BEES (ng/mL)
: 3.5 r
13.1 fERK e P AOYE 20Dk SN T AL
WEORMMENRIZED ., > a vy 7 2&6E L WIIEKT Rl —O--- 7 A0 > 0DSE5Ng
ERESIRER T EDNDH D, i Mean+S.D., n=15
F 7o, FRLOBEERAKIED, AF @RS O 24~48 R 4 izo»
WCHRHTAZ DDA, 2B, THERERE, OnlEifEREtr H =
e L-faiEE (EEomanss) NERE 22 RENED 1t
%Z)o ﬁi 1.0 +
13.2 B e
BRI R REIIL 7 Ve BRI E AR ARDE 0, B .
& BBRFTER TRV, Y ‘ ‘ ‘ ‘ ‘
F 7o, AARRAER G2 %5 L2a . AFlo AUC 0 6 12 24 36 48 60 72 (H5)
13 99%i A L. IR 2 BRI TlE 49%imA L7z 2 &L AR 25 I

At - B O W HIALE & L TR AR TH
b L s N TnBY,

14. BAEDEE

14.1 EFFAMBFOXE
DERIZROICHERET L L, DEIBRRP L2 ETIHRLET S
WAz, A, BRI CRET S 2 &,

14.2 EHIZFEFOEE

14.2.1 PTP W2 OHFAIL PTP ¥ — FH 500 i L CIRA &
HEHIEES A L, PTP U — FORKIZK Y, AV SIS
HATEERIEATIA L, I35l E B 2 L CHERR 2550
EELGAGELZHET LI DD D,

14.2.2 AHK % PTP ¥ — F XA ST B L CHRIET 555
Al R LR CRET AL IRET L &,

14.2.3 AFNEFO LICOTHEE 2 RE S5 L g 572
O, K LTI TH 20 T2 KTIRHTAZ LB T
&5,

15. ZOMOEE

15.1 ERERfERICE D 158
PRBILRIZIE 5 2T\ Ahs, RENZ X 2 IHEE RIS OIS
RENR (CEUHEME E8) PR OWELH 5,

16. EYENE

16.1 MAERE

16.1.1 BERS
fEE N 20 Bllc 7 20 ¥ v & LT 10mg & S L7
FrDIMAL IR @O Tmax. Cmax, AUCoHast X O Tz id, Z
N2 8.0 Bf (huefi) . 5.84ng/mL (F35fE). 278ng -

MEEHRZCIRIRE (EWAREREE, K2 L)
HWBRE YT X — 5 (EWERFEEE, KD D)

HENT A—F BHEINTA—F
AUC -2 Cmax Tmax Tz
(ng-hr/mL)| (ng/mL) (hr) (hr)
TLraYE S
OD % bmg 99.0+19.4 | 2.8+0.5 6.9+0.8 | 41.0+10.0
[7 2]
TLraOY Y
OD § 5mg 96.9+19.4 | 2.7+0.4 7.0+0.7 | 42.2%9.7
(Mean=S.D., n=16)
(ng/mL)
3.5 1
—e— 7 AOYE ODEESmgl 7 X)L |
i 0T --0--- 7 1022 OD§ESng
# Mean=£S.D., n=16
i
* 2.0
E
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gl.o H
B
0 ‘AA 1 1
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Mg R IE N2 AUC, Cmax H0/85 2 — 713, W
DFIR, RO - K SO L > TRL S
WHEED D 5o
16.2 TRIR
16.2.1 BEORE

fEFER AT 2B Y E L Chmg %7 0 AF —/N—E
L0 RO AR ISP RS LA o3RS
FTA—=FIIHAEEIBEOLNT, 720V ORI I

FTEFORBIV VW DEEZ 5N LY,
16.3 9

16.3.1 MPFERFEEE
b MAEEE & oA E
16.4 X
FsRPRBEEEIY e Fa ) UV ROBRLLZEY Y
VBRI O E OB T I 2R TH o 721,
16.5 HEitt
16.5.1 FRRepHEM
R A6 BICT 20T ¥ E LT 2.5mg Xit bmg % H
PGS L 28 a s IRAICRZEILAR . LTSN 581 A
RS WFROFGRIZB W T H R RZE AR X
e 5-1% 24 BRI £ T2 G-E O 3%, 144 BRI F T2 8%
ThHorzo £7-2.5mg % 1 H 1Al 14 HE#EFEES L7235
EORPHER I G FE 6 H H TIRITEFIREICEL, 6
HEHUBEOD 1 HY4720) O RE(LEO R P HER =1 6.3~
7.4%Td - 71201,
fERE N 2 BN UC-1ER# 7 20 Y ¥~ 15mg & HEFE 3%
B L7236 85 12 0 H F Cle& 5 iEtaE D 59. 3% 1R H
23. 4%\ T F P ICHE S AL, #5172 R F Co IR d iR RE
D YU DVKEAETH o720 DM 9 FEDORH WA FED
Szl MEAT—%),
LGB, INSRIWICIZT LY E R Lo CEBEMRIZR
D LTV,
16.6 HENEHRZH T 2EBE
16.6.1 FFRREEEERE
B2 B (Child 738 A, B) 5fllc7auyEr &L
T 2.5mg % HiE¥H G L 72856 O M A i EEHERS IF O SEY B
RENT X —F I OFROMY Th D BEBRAIZIL. %
G2 FEMBZOMPRENEZIZEA L, Tre. AUC 1Z%%
EMEER LD HEEEID SN h 57212, [9.3 2]

12 97.1%CTHh - 7210,

(rlg/mL)
* JFHREREESRHE (n=h)
s O fREREA (n=6)
oot #p<0.05
=] Q’ R Mean=+S.E.
051
E
D
0.14 )
612 24 8 72 9% 120 (B579)
B 5% B
Tmax Cmax AUCo~ T2
(hr) (ng/mL) |(ng-hr/mL) (hr)
& Bl i
HH&;% = 7.2%1.2 1.9+0.2 |104.0+15.5| 43.0+8.0
TEHER D 7.3£0.4 | 1.64+0.07 | 68.1£5.4 | 33.3+2.2
HEAEMIE "n.s.
Mean=S.E.

16.6.2 /R
BIMEFERZEIC7 L0V E LT 1 H1.3~20mg % i

ey

e L7- BERIEEYEREABOME, 20 7T v X (P
i) 13, 6~127% (34 4I) T24.9L/hr. 13~17 i% (28 #ll)
T27.9L/hr EHEE SN, AICBIT A HEEREETH - 7213
MEANT—%),

) NBEFEICBWTAFOKFE SN/ 1 HilEHER
2.5mg TH 5,

16.6.3 =khE
ZAEBIMEREERR 6 61 (OB 2, 4, FIHERT79.7 %) 127

AUV e LT omg #HE, KO8 HMKEKS LY

EOFWETERT A=Y IROBY TH D, HEFEG L
Wia . HERERERAN (56, P4 22.3 %) 2L,
Cmax. AUC XA EIZEME A R L7225 Tie (A EZEITRD
SNholz, KEHRGEICIZEEEDOMBE R 7200
VIBEEIIEEE LD A E R LN F 0Ny — VIEHAE
FIZHM L TBY , BEETZOEEPEART L EMIIFED
SNehrorzd, 9.8 ZIR]

AR A R E FHAEMERE RN
BN 5.0 | ORGSR | B 58 | ER5-R
Cmax |y o140.089 | 14.92.29 | 2.63+0.35 | 7.51+0.32
(ng/mL)
Tmax (hr) | 7.2+£0.49 | 8.0+1.8 | 6.720.42 | 8.0%0.7
Tie (hr) | 37.5%6.0 | 47.4=11.3 | 27.7£4.6 | 34.7=2.7
AUC B
(ng-hr/mLy | 116-9%8.4 — 63.2=5.5 —
Mean+S.E.. AUC : 0~48 Ffif#
a) p<0.05. b) p<0.01 (vs fEEEH)
16.8 Z Dtk
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17. BRERRIR
17.1 xR UCRLMICEAT 555k

(&IMESE)
17.1.1 ERE MR

TAOYE ELT5mg % 1 H 1 8AMPLHIC, I
WM A5 140mmHg Ph b % 7R3 3% 305 4 &2 #2551 T,
7YY E LT 10mg Xixbmg # 1 H 1A 8 AK#%S
L7z EOPEHEIHMEDN— 2 5 A ¥ Hh 5 0ZE LD
fEiZ,. 10mg # T 13.7mmHg O F. bmg # T 7.0mmHg
OITTH Y. WEERIHRIIEE R =D AL NI,

i RARAE R 2 SO RIEH O ZIZIE, bmg BETIX 3.9%
(6/154 #1) 12, 10mg B TIE9.9% (15/151 #) 12D 57
720 EHE (10mg) #&5-FHIFIEDE WHE TR 5 1,
10mg #ET 3.3% TH - 7219, [11.2 ]

EHI2, Mkt s L CHER L - BRSREBETT oYY
e L T10mg % 1 H 1 [\#E@% LT 52 M#%G L2k, X
WWMEON— 25 4 95 oZEAEOFEYHEiT,
15.6mmHg DT % 7Rk L 7210,
17.3 201t
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R Z ol
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MM O NEEAARTEYE D V> ™ A F % ¥ 2 IV R I
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HAOSBBITEETH Y FTH 5. F 720 DIPHIER L
55 <L M EIEDFRD 5TV 51018)

18.2 RRE1ERA
HHEIMEREE TV GEILEERSSIET v b, BEEILE
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N ATP B RO 7 LT F ) v EEoEE b IEE S,
U PRETE AR STz,

I L HE AR O LS 33\ Tl 2828 dp/dt K OV 2 G
JEIXET L. OHEEREER D WA L7225,

19. BERSICREY 2I{LERMFR

—fg&
T AuY Yy RXY)VERE (Amlodipine Besilate)

124
3-Ethyl 5-methyl (4RS) -2- [(2-aminoethoxy) methyl] —4-
(2-chlorophenyl) -6-methyl-1,4-dihydropyridine-3,5-
dicarboxylate monobenzenesulfonate
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(7LOYE> OD#E2.5mg [ XIL])
100 $2 [10 $8 (PTP) x10. HZJEHIA D ]
1,000 $2 [10$ (PTP) x100. ¥z A ]
500 §E [, /NT. EIEFIAD ]
(7LOYE> OD#ES5mg [7XAIL])
100 2 [10 $8 (PTP) x10. HZJEFHIA D ]
1,000 $2 [10 $8 (PTP) x100. #zfsIA D ]
500 §E [, /NT. #ZIEFIAD ]
(7LOYE> OD & 10mg [7 XJV])
100 %2 [10 $8 (PTP) x10. WZJEFHIA D]
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