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Comparison of Dissolution of Amlodipine Besylate Tablets from 3 Manufacturers

FANG Shun-gan, YU Jia, JIANG Zhen, ZHAO Rong-wei, YE Qiang ( People Hospital of Zhejiang Province, Hangzhou
310014, China)

ABSTRACT: OBJECTIVE To compare the dissolution of amlodipine besylate tablets from 3 Manufacturers. METHODS The
content of amlodipine besylate was determined by HPLC with the detection wavelenghth at 236 nm. With a paddle rotated at 100 and 50
r*min~", the accumulated release percentage was calculated, and the dissolution parametersCm;, td,t50) was compared. RESULTS

The accumulative release percentage of amlodipine besylate tablets from 3 manufacturers at 30 min was over 95% and 85% when the

paddle rotated at 100 r * min~', and 50 r * min ", respectively. CONCLUSION  Amlodipine besylate tablets from 3 manufacturers

are within the quality standards, but there is quality difference among them.

KEY WORDS: amlodipine besylate tablet; HPLC; Dissolution
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min "5 AR S A K 236 nm; HEAE R 20 pl; LT
Chs) HEATIE.
2.2 FRiERE SN %

R PR B A R 2, S T X R A 24 32 mg, 100 mLL f:
A N Eh TRV (9—1000 ) A5 ¥4 fif 47 B 2 2 1, 325, 161
R R A 5 T
2.3 prEhg:

K B I MERE 459 0.5,1,1.5,2,2.5,3 mL 2 B iLE
T 100 mL S H S IR BR VAL 9—1000 ) e il 34 5 43 3 by
1.6,3.2,4.8,6.4,8.0,9.6 ug * mL™" IRV EW . Wkt
¥ 20 pL 4307, AL S IV 34E, DAV i Chs ) EAT VHAE, 30F
ATERME B, 18 2 191 5 77 #2: hs = 107. 67¢ - 57. 435, R =
0.999 5(n=3). ZEHEMW, £ 1.6~9.6 ug * mL ™ IKEIEH
P, SRR 2 b P S it e v BT RIFER G R
2.4 REEPE

FEBFRIS mg AR TR 2 S0 ST F R R ¥ i (9—1000)
iR I # 2 100 mL 2=, #5300KG % 2= 1 15,10,5 mL %
5 44 S E T 100 mL s, 0 R v (9—1000) FiRE &
I, BEAT, 2y BT HIK 7. 5,5.0,2.5 pg * mL ™ IRJE IV
a3 SAE R — H P AR R H AT JERE 23, 90 0 vy, AR N TR
VIR, VHE H PR ) RSD% , 25 R L3 1.
R1 BEENEER(n=5)
Tab 1 Results of the precision tests (n=35)

P Tl A< Hpyiz H ) 52 22
/pg + mL™! Xxs RSD/% X ks RSD/%
7.5 7.498 +0.006  0.32 7.492 £0.008  0.43
5.0 5.001 =0.015  0.78 4.981.£0.023  0.86
2.5 2.495 +0.036  0.98 2.49210.044 1.16
2.5 [HlfeE

5 L, RURE ZRREL S mg (0 2R R 20 S 40083
ANBEAG 15 mg BFE b 208 25 B2 E 7 k00 AR TH]
VAR, T IR, a5 I3 2.,
x2 FREXREER(n=5)

Tab 2 Results of the recovery tests( n =5)

iy BAE/mg WG TE/mg X/ % FHME/ % RSD/%
1 19. 85 20.12 101.4
2 20. 48 20.13 98.3
3 20.09 20.20 100.5 100. 52 1.24
4 19.89 20.08 100.9
5 19.83 20.13 101.5

2.6 wHENE

13 FAR F R BRI 2 S~ 1 B & b 43 73 Bl AL IR
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min "' F150 r « min "', KIEHEAE, 53001 2,5,10,20,30,45,60
min I [A) SUBURE 5 mL, [F)IR R 7 ) A4 ) i B 0 It = F) 6 TR
HI(9—1000) , B T 4 0. 8 pm RUSFLIEIEEDET, 77 %
rp LR N 242 2% 7 2007 4E 8 H A5 24 B4 4 1)

WIVEW 2 mLo HUEEPEHAE ) PR PR i, HERE 2047,
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Tab 3 The release percentages of amlodipine besylate( n =6,

min ')

100 r - min™")
HURE IS 1) FEM(x £5)/%
/min A B C D
2 56.58 £4.5 48.06+5.6 58.77+£5.9 63.24 +4.6
5 84.36 +4.1 78.34+4.4 88.65+4.6 87.65=x5.1
10 96.09 +6.4 91.88 £4.8 95.81 3.8 99.65+4.9
20 99.23 £3.7 96.87 £3.4 99.84 £3.1 100.19 +2.8
30 100.20 £3.2 99.81 £2.9 100.58 +3.5 100.66 £2.3
45 100. 11 £2.2 99.86 +2.2 101.65 +2.5 100.12 +2.5

60 100.45 +1.7
R4 TE FEBBRAEANT TR ETEEE L%
(n=6,50r"

Tab 4 The release percentages of amlodipine besylate ( n =6,
50 r - min~")

99.85+2.0 100.56 1.1 100.08 +2.1

min~')

TGO o ) FEfCx 25/ %

/min A B C D

2 48.52+3.5 34.46+3.6 55.13+4.0 59.55+4.8
5 64.86+3.1 55.38+2.4 66.35+2.8 76.65+2.6
10 88.39 +4.2 69.23+4.0 88.81 2.7 91.54+3.3
20 96.27 3.1 78.66+2.4 97.84+3.5 97.24+3.0
30 99.65 £3.4 89.11+2.0 100.44 +2.9 101.36 +2.7
45 99.19+2.4 96.82+3.2 101.75+2.4 100.85 3.5
60 99.15+2.8 99.55+2.4 100.02 2.3 101.08 £2.0

2.7 RIUEHESH
F R R 2 U S I A A R A AR A R Ak

RO R A R PR BUB IR 25 Cm) , % 259 50% J 75

IHAICTS0 ) , 259 H 1K 63. 2% T il iR IA) C TdD 25 22 5, 45

RENEs5.%6.

x5 TR ZEXFERAFMT R ELS#(100 ¢ -

(n=6,x%s)

min~')

Tab 5 Parameters of amlodipine besylate ( 100 r - min™' )( n

=6,x+s)

J %K m Ly tso
A 1.26 +0.17 2.61 £0.41 2.06 £0.33
B 1.48 £0.22 3.67 £0.50 2.90 £0.46
C 1.24 £0.13 2.29 +0.43 1.81 £0.51
D 1.16 £0.14 2.12+£0.33 1.68 £0.42
3 Wit

3.1 F#EECh 50 1100 ¢« min "B, 3 AN TR AP 2RI B
RS AE 45 min B 70% L L, B55 4 T [E 24 g
Bk,
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F6 TR ZFRERARZMTHEH S50 r - min™")

(n=6,x%s)

Tab 6 Parameters of amlodipine besylate (50 r - min™' )(n =
6,x £5)

3 m Ly tso

A 1.28 £0.11 2.23£0.43 1.77 £0.32

B 1.46 £0.13 2.63 +£0.48 2.08 £0.44

C 1.14 £0. 16 2.15+£0.38 1.70 £0.28

D 1.13 £0.22 2.00 +£0.28 1.58 £0.26
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