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Comparison of analytical methods for related substances of pantoprazole sodium
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Abstract: Objective To optimize the method for the determination of the related substances of Pantoprazole Sodium after comparing
different HPLC methods in the United States Pharmacopeia (USP) and Chinese Pharmacopoeia (ChP). Metohods Two Inertsil
ODS-3 columns (100 mm x 4.0 mm, 5 um for gradient elution and 250 mm x 4.6 mm, 5 um for isocratic elution) were used according
to the method in ChP 2005, ChP 2010, as well as the USP 32-NF 27 methods for bulk drug and pharmaceutics, respectively, and the
results of specificity and destructive tests were compared. Results The ChP 2010 and USP 32-NF 27 methods for the bulk drug, with
consistent resolution, content, and retention time of the impurities, are of higher specificity than the others and could separate the
related substances of pantoprazole sodium well. Conclusion Since there is no quality specification about cuteric-coated capsules and
tablets of Pantoprazole Sodium in ChP 2010, the method to determine the related substances of Pantoprazole Sodium enteric-coated
capsules and tablets is still referred from ChP 2005 although with low specificity. The ChP 2010 method applied to the determination of
the related substances of bulk drug is proposed to determine the related substances of pantoprazole sodium enteric-coated capsules and
tablets, with the retention time and content limit of each impurity specified.
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Fig. 1 Structures of Pantoprazole Sodium and its related substances
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Table 1 Comparison on HPLC conditions for determination of related substances of Pantoprazole Sodium (own control)
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Table 2 Comparison on results determined by four HPLC methods
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Fig. 2 Chromatograms of Pantoprazole Sodium and its related substances by ChP 2005 (A), ChP 2010 (B),
USP 32-NF 27 methods for bulk drug (C), and its pharmaceutics (D)
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Fig. 3 Chromatograms of acid- destroyed Pantoprazole Sodium ChP 2005 (A), ChP 2010 (B),
USP 32-NF 27 methods for bulk drug (C), and pharmaceutics (D)
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Fig. 4 Chromatograms of released products of different postmarketing drugs
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