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Determination of related substances in pharmaceutical excipient

B-cyclodextrin using ion chromatograph
JIN Guiying, WANG Miao, WANG Caimei
( Guangdong Institute for Drug Control , Excipients Department ,Guangzhou , Guangdong 510180, China)

Abstract; Objective To establish the ion chromatograph for the determination of related substances «-,vy-cyclodextrin in excipient B-
cyclodextrin. Mass spectrometry is used to confirm impurity. Methods Using ion chromatograph with ionic columns of CarPac PA 200
at a column temperature of 30 “C. Amperometric detector was used,while Au as work electrode and Ag/AgCl as reference electrode. A
high resolution mass spectra is used with electrospray ionization mode. lon trap scanning range is 300-1 400. Results The limits of de-
tection of a-,vy-cyclodextrin were 0.2 and 0.5 mg - L', respectively. The limit of quantification of a-,vy-cyclodextrin were 0.4 and
1.0 mg + L' respectively. a-cyclodextrin and y-cyclodextrin were confirmed by ion trap mass spectrometry. The resulls were consistent
with those of ion chromatography. The study showed that all samples contain y-cyclodextrin. In addition, the limitation of the related sub-
stances in the excipient was discussed. Those are the important technical parameters for the standard improvement and risk monitor.
Conclusion This method is rapid and effective for the determination of related substance of B-cyclodextrin.
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