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Effect of Chloroacetic Acid Residue in Sodium Starch Glycolate on the Stability of

Chlorphenamine Maleate
WU Weicong , WANG Miao,CHEN Ying ,WANG Caimei
(Guangdong Institute for Drug Control + NMPA Key Laboratory of Quality Control and Evaluation of Pharmaceutical Excipients,Guangzhou,
Guangdong , China 510663 )
Abstract: Objective To investigate the effect of chloroacetic acid residue in sodium starch glycolate on the stability of
chlorphenamine maleate. Methods The residue of chloroacetic acid in sodium starch glycolate under different storage conditions
was determined, the content of main components, maximum impurities and total impurities in chlorphenamine maleate preparation
prepared by the above sodium starch glycolate, and the correlation between chloroacetic acid in sodium starch glycolate and the
degradation degree of chlorphenamine maleate was investigated. Results Chloroacetic acid residues were found in various batches
of samples. Chloroacetic acid residues in nearly 20% of samples exceeded 0.2%, and the highest was 1.68%. Chlorphenamine
maleate reference substance was stable at 20 °C and 40 °C without obvious impurities. Under the same storage conditions, the
degradation rate of chlorphenamine maleate increased with the increase of chloroacetic acid content in sodium starch glycolate. The
higher the storage temperature of sodium starch glycolate samples with the same content of chloroacetic acid, the faster the
degradation rate of chlorphenamine maleate. Conclusion Chloroacetic acid in sodium starch glycolate has an effect on the stability
of chlorphenamine maleate, which suggests that attention should be paid to the effect of chloroacetic acid in excipients on the
quality of active pharmaceutical ingredients prone to nucleophilic reaction with negative charge or unshared electron equivalence

during the development of preparations.
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