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Safety Test of Active Pharmaceutical Ingredients of Sulodexide
ZHANG Juan, WEI Xia, LI Shuixian, ZHU (Qingfen
( Shandong Institute for Food and Drug Control, Jinan, Shandong, China 250101)

Abstract : Objective

To investigate the safety of active pharmaceutical ingredients (API) of sulodexide. Methods

According to the

requirements and methods of the general rule in the Chinese Pharmacopoeia(2015 edition, volume IV ), allergic response test, depressor

substances test,and the abnormal toxicity test of APl of sulodexide were studied. Results

The limit value of allergic response test

was 500 LSU/kg and the limit value of depressor substances test was 50 LSU/kg,the limit value of abnormal toxicity test was

2 000 LSU/kg. Conclusion This study can provide a basis for the formulation of the quality standard of sulodexide.
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