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Study on dissolution determination method of 5-hydroxytryptamine in cinobufotalin enteric capsule
DENG Songyue ,MENG Jiansheng, JIANG Junchun
(Center of Inspection and Detection ,Shangqiu Food and Drug Control ,Shangqiu 476000 , Henan Province ,China)

Abstract: Objective To establish a dissolution rate determination method of 5-hydroxytryptamine in cinobufotalin en-
teric capsule in vitro. Methods  Four cinobufacini enteric capsule samples were added to a 100 mL dissolution vessel , and the
dissolution medium was 0. 1 mol - L' hydrochloric acid solution ( simulated gastric juice) and hydrogen ion concentration
(pH) 6.8 phosphate buffer (simulated intestinal juice) , and the volume of the dissolution medium was 100 mL, and the
dissolution vessel was placed in an automatic dissolution tester. The dissolution temperature was (37.0 £0.5) °C,and the
instrument speed was 100 r » min "', The time of the sample taken out in 0.1 mol - L' hydrochloric acid solution and pH 6.8
phosphate buffer is 2 h and 30 min, respectively. The dissolution rate of 5-hydroxytryptamine in cinobufotalin enteric capsule in
0.1 mol + L™" hydrochloric acid solution and pH 6. 8 phosphate buffer was detected by ultraviolet-visible spectrophotometry.
The precision,repeatability and recovery rate of the dissolution rate determination method of 5-hydroxytryptamine in cinobufotalin
enteric capsule in vitro established in this study were investigated. Results The concentration of 5-hydroxytryptamine reference
substance in the range of 4.802 —21.008 mg + L' showed a good linear relationship with the absorbance value. The dissolution rate
of 5-hydroxytryptamine in cinobufotalin enteric capsule in 0.1 mol - L™" hydrochloric acid solution was (0.04 +0.03) % ,and the
dissolution rate in pH 6.8 phosphate buffer was (84.6 £1.9) % . The relative standard deviation (RSD) of the precision test

was 0.76% for the in vitro dissolution determination method of 5-hydroxytryptamine in cinobufotalin enteric capsule established
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in this study. The RSD of the reproducible determination of 5-hydroxytryptamine dissolution rate in cinobufotalin enteric cap-

sule in 0. 1 mol - L' hydrochloric acid solution was 0.04% ,and in pH 6.8 phosphate buffer was 2. 9% ,and the repeatability

was good. The recovery rate of S-hydroxytryptamine in cinobufotalin enteric capsule in pH 6. 8 phosphate buffer was 97.47% ,

and the RSD was 1. 6% . Conclusion The dissolution determination method of 5-hydroxytryptamine in cinobufotalin enteric

capsule in vitro established in this study makes the dissolution rate of 5-hydroxytryptamine in cinobufotalin enteric capsule in

simulated gastric juice not more than 10% ,and the dissolution rate in simulated intestinal fluid is not lower than 70% . It has

good properties and high recovery rate,which can provide reference for the quality control of cinobufotalin enteric capsule.
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