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Study on Preparation and Stability of Compound Amikacin Lotion
YI Jun, YANG Zhi-ning, ZHANG Li-mei(Guangdong Pharmaceutical University, Guangzhou 510006, China)

ABSTRACT OBIJECTIVE: To prepare Compound amikacin lotion, and to study its stability. METHODS: Compound amikacin
lotion was prepared with amikacin and dexamethasone sodium phosphate as main components. The content of amikacin was deter-
mined by dyeing-spectrophotometry and the content of dexamethasone sodium phosphate was determined by UV spectrophotometry.
The stability of the lotion was investigated by high temperature test, accelerated test and long-term test. RESULTS: The linear
range of amikacin was 0.2-0.7 mg/ml (»=0.999 3) with an average recovery of 99.84% (RSD=0.81% ,n=9). The linear range of
dexamethasone sodium phosphate was 5-25 pg/ml (#=0.999 9) with an average recovery of 101.42% (RSD=0.63% ,n=9). The
characters and contents of the samples were unchanged in the investigated period of stability. CONCLUSION: Preparation method
and content determination method are simple and accurate, and the quality and stability of prepared lotion are in line with the re-

quirement.
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Fig1 Spectrum of amikacin

1. amikacin control solution; 2. negative control solution
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Tab 1 Results of content determination of samples(% ,n=3)

e _ P S _ b ZEAAABRIREN
SRS RSD  hkRE AR RSD
20100101 101.56 0.12 100.82 023
20100102 102.03 0.36 101.98 0.81
20100103 99.34 0.69 99.76 0.62
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Tab 2 Results of high temperature test
AL b PR R, % IR & 1, %

50 C 70 °C 100 C 50 °C 70 C 100 C
0 101.56 101.56 101.56 100.82 100.82 100.82
0.5 99.32 101.43 99.53 99.54 101.54 100.05
1.0 97.45 102.34 98.35 100.43 99.35 100.83
1.5 97.54 100.57 101.86 99.45 98.24 102.14
2.0 98.22 102.88 103.73 100.06 103.77 100.95
2.5 98.64 98.54 98.44 100.65 103.88 99.36
3.0 97.16 97.36 99.25 99.54 101.23 101.57
35 101.53 99.25 97.02 99.42 101.84 99.52
4.0 99.32 101.84 99.16 98.94 100.36 98.84
45 97.26 98.45 98.57 99.86 99.74 101.05
5.0 98.57 99.26 100.25 99.18 98.82 101.26
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Tab 3 Results of accelerated test
FOKRAES I, % HLFERIATERRAN O 11t , %

i), 4~
20100101 20100102 20100103 20100101 20100102 20100103
0 101.56 102.03 99.34 100.82 101.98 99.76
1 97.43 97.36 98.36 100.45 99.36 100.85
2 98.24 102.84 103.74 100.08 103.74  100.96
3 97.15 99.27 99.26 99.56 10123 101.55
6 98.56 102.36 99.27 99.14 98.82  100.27
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Tab 4 Results of long term test
PR B i, % HFERIABRREN &, %
20100101 20100102 20100103 20100101 20100102 20100103
101.56 102.03 99.34 100.82 101.98 99.76

0

1 102.34 100.54 99.98 100.21 99.69 101.02
2 100.12 99.68 100.32 98.87 100.53 99.64
3
6

Il A H

98.48 101.22 98.58 99.24 101.52 100.29
99.03 100.65 99.47 100.23 100.36 100.43
12 99.78 101.32 100.64 99.48 102.47 100.22
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