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Method Study for the Dissolution Determination of Semustine Capsules
JIANG Jian-guo', SU Yu-min®, LIU Yu-zhen®(1.Hebei Institute for Drug Control, Shijiazhuang 050011, China; 2.
Hebei University of Science and Technology, Shijiazhuang 050011, China)

ABSTRACT OBIJECTIVE: To establish a method for the dissolution determination of Semustine capsules. METHODS: Paddle
method was used to determine dissolution rate using 900 ml 2.5% sodium dodecyl sulfate solution (pH=6.0) as medium with rota-
tion speed of 75 r/min. HPLC method was adopted. Agilent C;s column was used with mobile phase consisted of methanol-water
(70:30) ; the detection wavelength was set at 232 nm. RESULTS: The linear range of semustine was 10-100 pg/ml (»=0.999 9)
with average recoveries of 99.92% -100.99% (RSD<<0.60% , n=6). The accumulative dissolution of 3 batches of samples was
69.9%-72.4% within 45 min. CONCLUSIONS: The method is in line with the principle for the dissolution test method, and can ef-
fectively control the internal quality of product. It is suggested to add dissolution test item into present national standard for the prep-
aration.
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A. substance control solution; B. test sample solution; 1. semustine
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24.98 25.22 100.99
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Tab 2 Results of the dissolution determination for 3 batches

of samples
o bR, % -4 R
1 2 3 4 5 6 i, %
20130424 715 72.1 718 720 722 71.7 71.9
20130525 722 724 721 723 72.6 725 72.4
20130626 69.5 69.8 70.1 704 69.7 69.6 69.9
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