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Amlodipine Tablets [AMEL]
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Amlodipine OD Tablets [AMEL]
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$¢2.5mg
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(ROBEICIIHFE LBV L)

Y RALEW R LBBHEDRALE D H %

3. MR - MR
3.1 #Rk

W5e44

7 au Y ¥ v 25mg
[7 An]

7AuYY  §ESmg [7
AV

L HR 748 E Y
N OVEENE 34Tmg (T A
oY¥rE LT 25mg)
EEHET 5o

A
8

1gEh HR 720V~
NV OVEETE 693mg (7 A
oYE & LTbmg) %
GHT 5.
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YT T) a—= )Vl b
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— A, BitF5 . v
FoNua

VO — A K
VEBAKFANY T A, T
YT 7)) a—= Vg b
VoA, AFTY) VB
TARTI A, BETH AN
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N )VERE 347Tmg (7 2
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25mg [ 7 A V] e~ EfE £ 6.1mm
. mﬁé : % 25mm
- & 8 86.0mg
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TAULE S g KW061
5mg [ 7 A V] p—
E1 5 ~ 7 B £ 82mm
e JEE 1% 31mm
- B % 1700mg
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o Eé © % 4.3mm
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TERUIE NI TR RAITE T E v,

6. AERUVAE

(8% 2.5mg. # 5mg. OD £ 2.5mg. OD £ 5mg)
15 MU RE
EEL.EAET2a Y E L T2.5~5mg % 1 H 1A
%59 %,
B, RIS CEE T 55, RRA T4
H 1M 10mg ¥ CHETLIENTES,
HEL 6 LEO/NEIZIE, TAouYEYELT2.5mg % 1
H 1RG5 %,

2id1

B, M. RE, ERICE ) EEERT 5
e UiE
WEL AT LYY E LT 5mg 2 1 B 1 L
54 %,
B, JERIZS U@ EIE R 5,
(8% 10mg. OD #& 10mg)
T ML SE
WHEL AT LAY e LT 2.5~5mg & 1 H 1[I
353 %,
B, FERICS CEEERT 525, SRR TSR AICIEL
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B, ERIZIE CEEERT 5.
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6 L EO/NEANOGICE L CiE 1 H bmg # M2 w2
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8.1 BEHEAEHICHED KD FVWERHLDONL I ENH LD T,
RS, HENEL O EERSE ffR & 2 O P A R A BRI
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8.2 ARFENL M2 EE N < $5-p 1k 1% b BB 70 BRI 3D
SRRSO BID O T, RFNFG-H 1 A MO REFEF] % 4 5
e EE HE RS HREICEET 50 CEEICRG T
HT L,
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9.1 &HHE - BEEEZEDH28F
9.1.1 BEICMENKVEE
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1.2 DRLDH B3 EBE
FER M DFHIE I £ 2 WELAERED 255 e Lt
FRRFRERICB VT, 7T L REE L Il L CRHFIFE G- Ttk
Hiﬁa)y{ﬁﬂtﬁ)#ﬁ‘m?b‘o 7oL OI|END DY,
1) RANOAGE S N3 Rh T [EImERE | oY 4k
WE] TH b,
2 BREEERE
2.1 EELEBREREEOHZEE
B CEREREDE T 356 2 2 0%H %,
3 H:Fﬁﬁbl’” BE
Bl EEE RS T2, BHE (10mg) 2BV
BIWER OB ED L AW RN D 5, AFNTTEE L
T TR SN2 720, M EE R O & & Ok
U P - IRF ] AR AR T TEIRE (AUC) 288K T 56 2 &% %, [11.2,
16.6.1 =]
9.5 iTi7
T IR L T A TR D & 2 Lt IS 3 A 412
i ER EOERMEDSEHRIEE LS EHE SN A LAICO
AIEEF 5 2 b, B ERCHIRAEIICIHE 3 5 & IR
e OV R AV IE R 9 5 2 L DSRRO SN T W 52,
9.6 ®ILiF
EE L OREER OCBAEEOA T EE L. ZAL Ok
VAGHIEZME T 228, © P RFLREARITT L 2
HENRTWABY,

BILIENTE D,

F72aYErELThmg % 1 H 1 RFRLIH%
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9.7 I\R%H
ERHAAREN, HiAalR, FLUE T 6 mAmodmirg e L
7R X EhE L TV,

9.8 =#E

& (2.5mg/H) » 552G % 7% CEEIZRT S
52l —RICHEOBERERIHFE L Z2VE SN TV,
RPMEPRERRBR C L5 <L PR R C 2 B
A RO 5T 5Y, [16.6.3 ZH]
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i I A
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CYP3A4 12 X 1 £
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A DRH B HE S
AR A E 2
5N %,

1. ElfER

WROBWEHDH 5O D ENHLDT, BELE 151217
W FUEDTRRD BN A I3 G kT B % ) R AL

BEEIT) 2 &,
1.1 EXLEMEA

1.1 BEERR GHEAY]), FReeRE. B=E (0.1%K0)
AST., ALT. y-GTP & ERAE% ) FRREREN S 5 b1
LZENDD,

11.1.2 |FERERE CHEEAN) . BmBRikd (0.1%A50) . 1
MRS HEEA)

11.1.3 BE70v 7 (0.1%Kii)
IR, O FVEOMYIERY D SbNE DD b,
11.1.4 HERUHBAEE (SHE )
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Sy & DI AT, $ 5k Ly Y % 175
Tk F 7o MESASRRAEL & 2 AR O S |

HZk,
*11.2 ZOMOF
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A IR RS
4 ALP,LDH
D L5

y-GTP L& .
.

JEIK

(e

TEIEED 12T
D (B, Bl
AL (B E,
MFEART

Mg . B4R I
#ii 1A b5 33 e
E70y 7 i
(| RIN =R
gy, Jomh. SR

i - iR

HDEFN-5HHD
. UHJE - BHIE

MRA IR, R
et s

LB, A
B G5B
s

HAtas

AN AT
b ST, - M -

i, HAA
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P PR
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1) BEE LT 10mg %5 LA,

N7z, 9.3, 17.1.1 ]
1 2) FEBVBE S AR A 2 & o

13. BERE

TV TR

13.1 fER

BEORMMEIIRIZE D, ¥ a v 7 2E50FE L IERT
ERSHHIREEC S 2 DD %,
T7z0 IOEMENTKIEA AR OB RS O 24~48 K %
WCHBLS A2 DD D, Gk, WHREE, LinhEEEz H
By e L7l (i o amas) 28R & 2R b
H5bo

13.2 L&

PR 2RI v RANIEEM ARl N2, EHT
2 X BBREFAERTIE R

E 72, AFRAERIE R 255 L72mEa . AFo AUC
13 99%i A L IR 2 g2 TUE 9% L7z Z &b &K
)t B 4 G- DRI AL & L TR G H R TdH
B EHE SN TR DY,

14, BALOZEE

14.1 EXRARBEOXE
€7

1411 DEZBIIEDICHERT L 2 &, FERICHERT 256
Wi, EYE - HRAAOE 9 HUWICHHT L2 &,
(OD &)

14.1.2 DEBIIROIHRHT L 2 L, DEIBERE 2 15FHF
T LA, BA. LR TRET A2 L,

14.2 EFZFEFOZTE

(BIF|HE)

14.2.1 PTP A2 O3EFL PTP ¥ — M AH S HY 1 LCRHE T
LEOEET LI L, PTP ¥ — FOBEAKICL Y., TV
EASE BRI A L EICIE L2 B2 LR %550
EELAMHEZETLZ DD 5,
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14.2.2 AH| % PTP ¥ — N LMW A LY L CTIRET 235
Al BR. LEETTRET S L) RET L 2 &,

14.2.3 AFNITE O L2 TR 2R S 45 & 4 572
O, K LCIRHTETH 5, /2. KTIRHIT L2 EHT
EN

15. ZO/mOEE

15.1 BRERERICE D 158
KRR I S TR WA, RAENS L 5 iEEPISOHTZER
RENR (ORI E ST PAbRzE OHErH 5,

16. EHENE

16.1 MeEE

16.1.1 BEES

fEE N 20 Bllc 7 20 V¥ > & LT 10mg % Hlal#k5- L7z
HE D MAE R O Tmax. Cmax. AUCotast O T2 1. &
NN 8.0 WM (FFJLfi). 5.84ng/mL (FI9Ml) . 278ng -
hr/mL CE#fiE) &O°35.1 K CEMME) Thh . SHEA
LR L 72K, FETH o729,

16.1.2 RKE#HRE

fEHER A 6 B CE4ER 33.5 /) 170 YL ELT
2.5mg % 1 H 1181 14 H#AESS L 7286 o liEd 7 41
DY VEEL, 5 68 HRICEWIREBIGEL, DoE
FIFBO SN h oz, &S H (14 HH) ® Cmax &
" AUCo~aanr 12N ZM 3.5ng/mL J 1 61.8ng + hr/mL T
HY ., WhEEGE (1.4ng/mL % 08 19.3ng - hr/mL) O#Y
3RETH o7z, FeGHIkE, MFEPRE LW L. 541k
5HHIZIZ0.24ng/mL & 75727,

16.1.3 EMFHRFMHHER

(ZLOYE EE2.5mg [ZAI], 7LAOSE 8 5mg [7
XJL])

TAOYE U EE2.5mg [T ANV] RUOTT7 2103 ¥ V5 bmg
[7 AV ] & ZEHERH]ZONWT, FTROEBY 70 A% —
N KD RS IS A LR T B S L C i e
KEARREZWEL., BONTEYHENT X2 —%
(AUC. Cmax) (22T 90%SHEX 12 CTHERIRAT %2 17
S 72kEE, log (0.80) ~log (1.25) D&EEPHNTH b . Wi
DEW RS EATERE S /28,

T B Ak G-
TAOTE U o 2 b ENENL§E (TLRTY
25mg [FAn] |7V A7EE2ImE | oo
TAOIY U . " el (7P
smg [7 A JVINA 7 §E bmg > ¥ L 5mg)

SWENRE ST A — 5 (WA A1)

HENT A—=F BEINT A—F
AUC (-2 Cmax Tmax Tz
(ng-hr/mL)| (ng/mL) (hr) (hr)
7raYE s
$€2.5mg [ 7] 53.9+11.9 1.5+0.3 7.3€1.7 | 47.5%£16.6
A
INVIATER 53 04162 | 1504 | 7.2+1.7 | 40.3+6.3
2.5mg
(Mean=S.D., n=12)
(ng/mL)
2.0 r
—e— 7 AOVE g2 5mgl 7 AL

i - 2 LN Z 252, Bing

e 1.5 | Mean=*S.D., n=12

q:

FS

210 F

1t

&

0.5

=4

0 e . .
0 6 12 24 36 48 60 72 (RgFeD)
B G- piRe

IMEE RZALRIREE (R R %)

MBS 8T A — 5 (YRS

HEINT A =5 BHEINT A—F
AUC -2 Cmax Tmax T2
(ng-hr/mL)| (ng/mL) (hr) (hr)
TLAAYE S
$¥5mg [ 7 A1104.0+20.1| 3.0%0.6 6.9t1.2 45.4+9 .4
V]
SVIATEE 06 6+19.6| 3105 | 7.0£0.9 | 42.6%10.6
5mg
(Mean#S.D., n=12)
(ng/mL)
4.0 ¢
—e— 7 AOTE EESmE[ T AL
I <D= J LN 2 4E5mg
4 3.0 Mean=+S.D., n=12
I:FI
FS
2 2.0
1t
[ v
1.0
i3 ]
0
0 6 12 24 36 48 60 72 (B5)
5%

MEE R R AEE (YRR S
(7LOYE> OD#ES5mg [7XIL])

TAEYEYOD#ESmg[ 7 AN ET AT Y Y 0D §E bmg
BLIOAF—N—FIZE)ENRENLEE (TLrO Lk
L T bmg) R A F-127K 7 L X3k & 1) Ciffl £ B mlfe
P55 U CInse b R LRI A I L, 53 5 - Epiess
5 A —% (AUC. Cmax) 122w\ T Q0% EFEX B TRiEF
AT 24T - 72455, log (0.80) ~log (1.25) DHEPHNTH
0. THIOEY AR RS EATERR S 1729,

HWEEE/ ST X — 5 (WA, Kz L)

HENT A—F BHEINTA—F
AUC -2 Cmax Tmax Tz
(ng-hr/mL)| (ng/mL) (hr) (hr)
TLrOYE Y
OD % bmg 98.5+16.9 | 2.6%0.6 8.7+2.4 | 37.6*8.2
[72Nn]
TLrOY Y
OD % 5mg 97.1+15.9 | 2.6*0.4 8.5+2.1 | 39.6%£9.5
(Mean=S.D., n=15)
(ng/mL)
3.5 1
i —e— 7 AOYE ODEESmgl 7 X)) |
i 20T RN = P 0) i
# Mean=+S.D., n=15

6 12 24 36 48 60 72 (I f])

5%
AP R IRIEE (R RSEE, Kz L)
SWEEE/ ST X — 5 (EWANESEE, KH D)

HENT A% BEINTA—F
AUC -2 Cmax Tmax T2
(ng-hr/mL)| (ng/mL) (hr) (hr)
TAraYEY
OD $t 5mg 99.0+19.4 | 2.8%€0.5 6.9+0.8 |41.0+10.0
[7 2]
TLraY 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 ATV OD§E5ngl 7 A )|

50 ---0--- 7 502 > ODgENg

i Mean+S.D., n=16

t

K20 ¢

ﬁ

ft

LS

w10

J

0 L 1 1
0 6 12 24 36 48 60 T72(HEM)

5% H]

Mg RZLRIERE CEWFERSE, ke )
MR O AUC, Cmax S50/855 X — % 13, b
OB, AR ORI - FEEEORBEEMIc L > TRAZ S
WHEMED D 5 o
16.2 TRIY
16.2.1 BEEORE

fEFERAICT LYY E L Thmg 27 0 A F —/N—E|2
L0 ZEE S ERICH BRI S L A oS EhEE s
TA=FIZHEEZIIFEOLNT, 720 ¥ ORI IF
TEHEOEBIIVEVW DO EEZ 51510,
16.3 9%
16.3.1 MFEFEAFEE
b MISEEE L 0%
16.4 X3
ELERRBMAIT Ve Fo ¥y DUV BomBb LYY Y
VEBR RO OFALRI T 3 /K TH - 7219,
16.5 HEtt
16.5.1 ERepHE

fRERA6HICT A0 Y & LT 2.5mg X 5mg % H
EREIHE S L 23 A . IRIPICRZ (bR & L CHREE S N 2 E14
BN E L WTROHFGEIZE W TH R RZE AR
5% 24 W £ TSI 5208 3%, 144 R TI2H 8%
ThHorzo £722.5mg % 1 H 1114 HEEFHES L7
HORPHEEF ISR 6 HH CIITEFIREISEL, 6
HHUBED 1 HY720) O RELAEO R PHEM=1E 6.3~
7.4%TdH - 72712

TR N 2 BICUC- 13T 202 ¥ v 15mg % B Al C %
H U756 %5 12 HH T TlIC#5 st 59.3%I3 R,
23. 4%\ T FHPICHEM S AL, 5% 72 BRI F T o R i i RE
D IBDREALKRTH - 720 ZOMIZ 9 O D
N7 (HEAT— %),

BB INSAHEWICIETT LAY Y E Lo CEBER T
D HNTW R,
16.6 HEDNEREHI 2%
16.6.1 FFieEE=EE

B A JFREZE % (Child 748 A, B) 5BlicT2ayEr b L
T 2.5mg % HEF% G L 72854 O M i EEHER 6 0N SEY )
BRI A—F IR OEOMY TH Do R L, %
H 72 M BOMAEERIAEZIZ EH L, Tie. AUC 1ZRR
AR LPEEEIRD LN o7218, [9.3 ]

12 97.1%CTdh - 710,

1|

s
fics

(ng/mL)
5.
* [FtERERERE (n=5)
s O fEE A (n=6)
o 112 *p<0.05
S Mean +S.E.
2 0.59
=3
e
0.14 ‘\Y
612 24 48 72 96 120 (579
% 5 ®% K B

Tmax Cmax AUCo~e T2
(hr) (ng/mL) |(ng-hr/mL) (hr)
THERE T 2
Hf&;%i% 7.2+1.2 1.9+0.2 |104.0+15.5| 43.0+8.0
TR D 7.30.4 | 1.64+0.07 | 68.1¥5.4 | 33.3+2.2
HEEBGE ‘n.s.
Mean=S.E.

16.6.2 /MR
EIMERESEZFIC7 28 Yy e LT H1.3~20mg % ik
WG L tHEHEE B RE B O R., 2 ) 752 (P
fi£) X, 6~12 %% (34%l) T24.9L/hr. 13~17 % (28 %))
T27.9L/hr EHEEE N, RAICBITAEEFAFETH - 729
(y*]\?'—y>o
W) RNBEZICBWTARFOKB SN 1 HlEHER
25mg ‘/C‘\&);a)o

16.6.3 =&
BAEBIMTSERE 6 61 (B 2, &4, FERT79.7) 127
ATV E e LComg FHEL, KO8 HMKERS L7
HEOHEYFIRE/ ST A —FITEOME) Th D, HEES L7
Wie . EAEEERA (B 6. PIERK 2.3 2L,
Cmax. AUC IZAZEICEMEZ /R L72H, Tie IZHEAIZRD
LN ol. KERSEIITEEZOMERT LYK
VIBEEIIEEA LD R CHER LS, T8y — VIR

FHIZHEULTRBY ., BHEETTOERPIE AT L EANIEFLD
SNz ro72Y, [9.8 ]
AR B E FAR MR
B350 | R GFE | Bz 58 | OER5-R
Cmax |y o440.089 | 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 N
(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 (vsfEEEH)
16.8 Z D1tk

TAOYE VEE10mg [ 7 AV IZDOWT, [EENRL L%
CIEFEA O W A SR 1 K94~ (PR 18 48
11 A 24 H FHEAFEKIEE 1124004 5) ] 12O %x, 7410
Y UEESmg [ 7 AV ] RREHERIF] L LA b X B IRESE))T
[F45 LI S A, I FEE L Ak 7z,

72, 720V 0OD#E2.5mg [T ANV] FUO7 20
¥y OD % 10mg [7 A V] 129oWC, #NEN [EaE)5
7 B A RH O A W R S BR T A BT A > CFK
184E 11 H 24 H  SEASAIEH 1124004 5) | 120 &, 7
20V Y2 OD$ESmg [ 7 ANV ZHEHERKIE UL &,
BB AESE & WS, EWFENICESEE AR SN
f:lE)o

17. ERPREIE
17.1 BshERUCRLEICEAY 255k
(&IMEAE)
17.1.1 EREE DHEHR
TAOYE L L TChmg &1 H 18 HMIEGHIZ. DU
M AY 140mmHg VL E %2 /R 9 8% 305 Bl & #2500 T,
720 ELT10mg Xitbomg % 1 H 10 8 ARG
L7 ¢ EOIUHEIIME DX — 2T A4 ¥ 5 DELE DT
fEix, 10mg #C 13.7mmHg ®{XF. 5mg # T 7.0mmHg
OILTTH Y . WEEEIHETICE R R =D AL NIz,
R B % & TR O 38 3=R1%, Smg T2 3.9%
(6/154 #1) 12, 10mg #ETIX 9.9% (15/151 fl) (25RO 5L
720 BHE (10mg) 5B FE B WHEE Tl 5,
10mg #T3.3% TH- 7219, [11.2 2]
B, fEGeaBRE L CER L -BHHFRSREBETT o0V
e L TCT10mg # 1 H 1 \#E L T2 MM#&S Lzk, IX
MHWMEON— 25 4 9 b oZElbE o FIEit,
15.6mmHg O %R L7217,



17.3 Z Ot

17.3.1 BERBICRIFTHE
B PR & G IR R 43 61 (39 i LT 205 70 L L)
IZ7aay ¥y e LTl H1E2.5~5mg (—EBDFEFINIE
7.5mg F THim) % 128G L CHRBHIITIzE AL
WEERGZ o,

18. ZEHEIP
18.1 fEARF

MBI OREEMNARGEME A VS ™ A F v ¥ 3OV SR |25
AL, HIIAND Ca2*DAZMAL L2 LI2ED, &
M R KR I O iR S5, H IV LHEPUE
JADORBIIEETH Y, FHHTH D, T2, CIFIETIX
§9 < MAERINEDFED 5TV B
18.2 BRE1ERA
FHEIMEREE 7V (EILEERISES v b, BMEEILE
4 ) I2BWT, HARS TILE T B S ARG TR
ISRV LR 5N TE Y | MRS TH o
HLBWI EDBEDLNTNAHN),
18.3 EMMEIZH S OIMEEEANDOIER

I Dahl 5 v MIT7 A0 P v % 10 80 DL EE
5552 12X D A S M A5 K O BEED IR 0
HIKILAE . 74 7)) ViIRESOMAERESIIH S iz,
MRS SESINTES v MZ7 48P ¥ Y 3mg/ke/H %
R G A 2 L X0 IE LR OIE K O Al iR
Lize Fz, U OMMEL, B OBEERIIR S, SRERFEER
ﬁ@%\R%%%ﬁ%@ﬁ%@%&é%%#t%ﬁéﬂ
7‘:21 22 5
18.4 Hi¥kOIE(ER

T o ORI BT, BRI/ TR U R R %
PANRTAGL, 7 o0 D PG T U IR A CUIE
IO EAE DR S AL, MR Ca2 * = oINS HH S 7z,
N ATPER O Z LT F 2 ) Y IEORE D R S,
D PREE AR Sz,

A I HE FE AR OB B T, 2% dp/dt fe O Z Uk
JEIE T L. DAEREEE D M L22,

19. B ICREY 2EE{LEAR

—fig#
7 AUV E XY VERE (Amlodipine Besilate)

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

2FR
Ca0H25CIN20s5 - CsHsO3S

SFE
567.05

LIV
Ff~TH s O EEOBRKTH %,
AF = VIZHETRT L, 27 =)k (99.5) IZRREITIC
LKL ARIZEITFIZ v
KD RA Y 7 =)V (1—100) ZHEEEZ R S v,
Al 0 4 198C (5ff) o

‘s

H
H:C._N O/\/N He
||
HiC /OMO\/ CHs
H
o Cl
©/ T O SR

(7LAYE#E2.5mg [7AIL])
100 ¢ [10 8 (PTP) x10]
1,000 $¢ [10 & (PTP) x100]
500 #E [, 737 ]

(Z7LOE EES5mg [7XIV])
100 ¢ [10 8 (PTP) x10]
1,000 $¢ [10 & (PTP) x100]
500 #E [, /37 ]

©/503H

k%22, G

(FLODE$E 10mg [7 X IL])
100 $& (10§ (PTP) x10]
(7LOYE> ODEE2.5mg [ XIL])
100 $2 [10$ (PTP) x10. ¥2EHIAD ]
1,000 $2 [10 88 (PTP) %100, Fz#EHIA D ]
500 . D, /NT. WZJEFIA D ]
(Z7LOYE> ODESMg [ XIL])
100 $& [10 $ (PTP) x10. 2EHIAD ]
1,000 $2 [10 8 (PTP) %100, Fz#EHIA Y ]
500 $¢ [, /3T . ZIEFIAD ]
(7LOYE> OD#& 10mg [7 X IV ])
100 $2 [10 $ (PTP) x10. ¥2EHIA D ]
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