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Study on the dissolution behaviors of generic and original preparation and
establishment of discriminative dissolution method for amoxicillin capsules

Zhou Jing-ming, Chen Xiu-ming, Lin Bin, Chen You-zhong, Wang Hai-long, Zheng Xiao-xian, Xu Lan and Fang Dong-sheng
(Fujian Institute of Microbiology, Fujian Key Laboratory of Screening for Novel Microbial Products, Fuzhou 350007)

Abstract
Methods
dissolution behavior of different manufacturers' amoxicillin capsules (250mg) were investigated by dissolution
profile and f, similarity factor. Results

Objective
The effects of different stirring device, different stirring speeds, different dissolution media on the

To establish a discriminative method for the dissolution curve of amoxicillin capsules.

The dissolution test of amoxicillin capsules (250 mg) was carried out by
a paddle method (with sinker) with the rotation speed of 100 r/min, temperature of 37 °C, and water as dissolution
medium, which could easily and effectively distinguish the dissolution behavior of amoxicillin capsules from various
manufacturers. Conclusion  This method provides a reference for the further quality consistency evaluation of
amoxicillin capsules.
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Fig. 2 Dissolution curve of amoxicillin capsules at different speeds
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Tab. 1 Dissolution of amoxicillin capsules at different speeds

B34/ (r/min) % HY I 8] /min 5 10 15 30 45 60 90 120 150

100 Ty 62.11 90.39 94.22 96.66 97.15 96.90 96.64 9634  95.72
RSD(%, n=6) 9.33 2.76 1.82 1.16 0.57 0.59 0.61 0.60 0.85
VIR 68.75 87.57 91.81 95.47 96.59 96.52 96.34 95.90
RSD(%, n=6) 8.55 2.58 2.72 2.08 1.34 1.36 1.34 1.13

75 TR 25.67 55.39 67.06 79.30 86.71 90.44 93.67 93.04  94.33
RSD(%, n=6) 12.21 6.73 478 3.78 3.79 2.71 1.15 1.35 0.95
VIR 34.38 58.36 63.08 75.85 79.25 83.28 92.04 96.56  100.00
RSD(%, n=6) 9.83 3.82 2.31 5.36 3.13 2.87 3.67 3.43 2.99

50 ToUTRE 23.72 45.39 48.90 56.20 63.46 70.23 77.59 81.61 84.13
RSD(%, n=6) 8.44 6.50 7.03 6.90 6.38 5.96 4.80 3.70 2.99
IR 24.28 38.62 42.12 49.45 55.48 60.71 69.06 76.03 82.08
RSD(%, n=6) 4.47 121 0.66 1.28 1.44 3.16 4.16 3.59 2.68

W JEOAS %, 250mg, #t510t35434889B, ik, /K



Iy 5 AR 075 71 25 5 SR 245 3 R AT DR TE A X 3 D T ik i sr A BRI A%

. 669 .

L N S0r/min, (5 A H R BT 332 (0T
FEiE)s  (2)IEEXNT 7R B BEPE AR (250mg) X 73 J7 8 AR A
WAL TR IR, k(DU EE) vT LB B9 X 43 i A
] RS DA R HEOB] RS B P 5 A7 i
25, JE A i 2R, i P R A
LR m L, M2 MES™HE, HELAX S 3)EFE
AL IR TR LT, BB N, BARREE
TRAARNG , AEE KT 7 S G AR R PR (250me) I HY
26X 3 7 IF 3 RN, A3 5 e i 2
(100 S5 I [A) E0 RO IG hnns f FH Rk, A AR IE )
HidE, EAE S, 1000/mini 550 X 2 & e T

100 A
80
—— JEHF
§6°- —a— A%
—— OB X
40 4 —— #AC %
—— D] %
20 —— HFE] X
— EFTHR
0 T T T 1
0 30 60 90 120 150
t/min
B
100
—— JEHF
—— HOAT R
—— OB/ X
—— #nc/x
—— [E=D] K
—— BB X
— HFX
T 1
0 30 60 90 120 150
t/min
C
100 1 : =
80

s 60 —— JEHf
~ —a— JFOAT X
40 - —— OB/ X
——#tnc) %
20 —— [H7*D] XK
—— E™E] K
0 — E"F X

T T T T 1
0 30 60 90 120 150
t/min

R/%

R/%

75F150r/min.

WAL (TR R R TSt T3 20 0] 2 3ok 1) 74 B UK,
X TR T e BRI A U R I A — R IR At A 7 A
TR ES, A 52 B+ ) B e 55 i TRk
HIRFE— IR T B E, BERERM
MR, N AR YDK AT W I B T LB 7 NV HME R
H, —HFRETE e B RO, JE IR O R, iR
V5 I B R 52 B B BB T FE B ARIROK, DAL A
TR A S T AS KBRS

GAFBRX DT wHEE. SRR ENR
R, WP TE . 100r/min)fE A GE & % 2260

100 —
80
60 1 ——
—s— HOAT K
40 —— OB X
7 —— #HOcrx
= —— D5
7 e HPEx
0 — EPFTH
T T T 1
0 30 60 90 120 150
t/min
_ b
100
80 -
——
60 —a— HEOAT K
—— OB/ X
40 —— JACS R
—— @D K
20 —— [HE]F
0 — EEFTH
T T T T 1
0 30 60 90 120 150
t/min
C
100 -
80 -
—— JEF
60 —— A X
—— BB %
407 —— BFOC] %
—— D] %
20 —— E”E] K
e HPFTR
0 T T 1
0 30 60 90 120 150
t/min

i K A BAE@URETE), 100r/min; a: #57%, 100r/min; B: FE@IFEES), 75r/min; b: #87%, 75r/min; C: FE@IMEEE), 50r/min;

c: 5%, 50r/min
=3

AT 5 BT 52 7 b B (250mag ) P ¥ H il 2

Fig.3 Dissolution curve of different manufacturers' amoxicillin capsules (250mg)
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Fig. 4 Dissolution curve of different manufacturers' amoxicillin capsules (250mg)
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Tab.2 The f, values of generic a and original amoxicillin capsules (250mg) under different conditions (paddle with sinker, 100r/min)

HA

PEIE(H AR

A . EOA AB #AC 7D E7~E E~F . . RSD/%
- LA AR B 55 ’
pH4.0(n=6) 70.94 51.79 44.92 31.71 28.35 31.93 38.04 37.79 23.88
pH6.8(n=5) 56.91 40.16 44.17 35.21 41.73 38.17 43.38 40.47 8.32
K (n=T) 85.95 51.76 47.62 31.76 32.81 29.81 36.15 38.32 23.85
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Tab.3 National Pharmacopoeia regulations for dissolution limit of amoxicillin capsules (250mg)
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H A 24 it 60 2 K 900 100 HPLC >75%
o [ 24t 45 [T K 900 100 uv >80%
[ 24 i 60 Wik 7K 900 100 uv >80%
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