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Method Improvement of Dissolution Evaluation of Phenytoin Sodium Tablets

LI Yang', WEN Jing-wei', JIANG Deng-gao’, GUO Yi'(1.Henan Provincial Institute for Food and Drug Control,
Zhengzhou 450003, China; 2.School of Chemical Engineering and Energy, Zhengzhou University, Zhengzhou
450001, China)

ABSTRACT OBIJECTIVE: To establish a new stable method for the dissolution determination of Phenytoin sodium tablets, and
to investigate the dissolution of 247 batches of Phenytoin sodium tablets from 12 manufacturers. METHODS: The dissolution pro-
cess of Phenytoin sodium tablets was monitored by fiber-optic dissolution test system in the medium of pH 10.0 buffer (borax-sodi-
um hydrate) instead of water in Chinese Pharmacopoeia, at the rotation speed of 50 r/min and detection wavelength of 258 nm, us-
ing 0.5 cm probe. The sampling time was 30 min. 24 h stability of phenytoin sodium in water and buffer solution were compared,
and results of the method stated in Chinese Pharmacopoeia were compared with those of new method. RESULTS: The linear range
of phenytoin sodium were 0.032-0.320 mg/ml (»=0.999 9) with an average recovery of 101.5% (RSD=0.4% , n=3). RSDs of
24 h absorbance of phenytoin sodium were 2.9% in water and 0.3% in buffer solution (n=6). Among 247 batches of samples,
8.1% of samples were unqualified with new method, but all samples were qualified with the method of Chinese Pharmacopoeia.
CONCLUSIONS: The method can identify the difference of different batches of samples from different manufacturers, and keep so-
lution more stable. It can monitor the national sample investigation better.

KEYWORDS Phenytoin sodium tablets; Dissolutin; Method improvement; Fiber-optic dissolution test system; pH 10.0 buffer so-
lution
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Fig1 Comparison of dissolution curves of samples from dif-
ferent manufacturers in 2 dissolution mediums
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Tab 1 Similarities assessment of samples from different

®3 WMHNEFEMNEGEEREILER

Tab 3 Comparison of qualification rate between 2 kinds of

manufacturers in 2 dissolution mediums methods
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Tab 2 Results of recovery tests(n=3)

RIS, mg/ml AR, mg MR, mg FICK, % FHEICE, % RSD, %

0.10 20.24 20.54 101.46
20.20 20.42 101.07
20.20 20.48 101.36
0.15 30.74 31.17 101.39
30.68 31.17 101.59 1015 0.4
30.70 31.35 102.11
0.20 41.16 41.98 101.99
42.54 42.94 100.95
40.32 41.07 101.87
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