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Study on Determination Method of Entrapment Efficiency of Compound Fluorouracil Injection

ZHANG Di', JIANG Mei’, GUO Hong-wei', LI Mo', LI Shang-ying', SUN Ling-ling' (1.Liaoning Institute for
Food and Drug Control, Shenyang 110023, China; 2.Shenyang Institute for Drug Control, Shenyang 110001,
China)

ABSTRACT OBJECTIVE: To develop a method for the determination of the entrapment efficiency of Compound fluorouracil in-
jection (multiphasic liposomes). METHODS: The samples were separated by ultrafiltration centrifugation. HPLC method was used
to determine the contents of drugs and entrapment efficiency was calculated. The loading agent of chromatographic column was octa-
decylsilane chemically bonded silica, and mobile phase consisted of water (pH adjusted to 3.5 using 0.05 mol/L phosphoric ac-
id) -methanol (95:5). The detection wavelength was set at 265 nm. RESULTS: The samples had not absorbing effct to ultrafiltra-
tion centrifuge tube. The linear range of fluorouracil were 3.892-194.6 pg/ml (=0.999 9, n=6) with average recovery of 99.59%
(RSD=1.3%, n=9). RSD of repeatability test was 0.8% (n=6). CONCLUSIONS: The method for entrapment effeciency is sim-

ple, accurate and reproducible.
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Fig1 HPLC chromatograms
A. recipients; B. test sample; C. substance control; 1. fluorouracil
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Dissolution Study of Agomelatine Tablets in 4 Kinds of Different Mediums in vitro
MIAO Yan-fei', GE Wen-lan’, CHEN Guo-guang"*, XU Chen', ZHANG Gen-yuan®(1.Nanjing University of Tech-
nology, Nanjing 211816, China;2.Jiangsu Provincial Institute of Material Medica, Nanjing 211816, China)

ABSTRACT OBJECTIVE: To investigate the similarity of the dissolution of self-made preparations and original preparations (25
mg per tablet) in 4 kinds of mediums with different pH in vitro. METHODS: Paddle method was used to determine dissolution of
the sample in pH 1.0 hydrochloric acid, pH 4.5 acetic acid and sodium acetate buffer solution, pH 6.8 phosphate buffer solution
and water, using oversea listed Agomelatine tablets as reference preparation. UV spectrophotometry was used to determine the con-
tent of the tablets. Similarity factor (f;) was used to evaluate the similarity of dissolution curves. RESULTS: In 4 different dissolu-

tion mediums, f; of agomelatine from self-prepared preparation and reference preparation were all more than 50. CONCLUSIONS:

The dissolution behavior of self-prepared preparation and reference preparation are similar in 4 dissolution mediums.

KEY WORDS Agomelatine tablet; Dissolution curve; Similarity factor; Comparison
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