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Quality analysis on Triamterene Tablets
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Xiamen Institute for Drug Control, Xiamen 361012, China

Abstract: Objective The quality overall analysis and evaluation were made through the combination of mandatory standard
inspection and exploratory research of 101 batches of Triamterene Tablet samples. Methods Mandatory standard inspection: pursuant
to the Chinese Pharmacopoeia 2010, the quality standard consisted of properties, chemical reaction identification, dissolution rate,
weight variation, and UV spectrometry content. Exploratory research: with reference of Triamterene raw material relative testing
method of BP 2010, the optimized HPLC method was employed to inspect the relative materials of producers provided triameterene
raw materials and 101 batches of Triamterene Tablets. The PHLC method was employed to achieve the dissolution curves of five
producers provided Triamterene samples in four media with different pH values . The comparison among those dissolution curves with
the ones of Japan Orangebook was made accordingly. The non-standard method of Triamterene was established and applied to inspect
all samples. To investigate the influence of auxiliary materials and relevant materials in triamterene, the PHLC was developed for the
determinatin of triamterene content in Triamterene Tablets. Results Mandatory standard inspection: among 101 batches of sample,
five batches were inconformity, the fraction defective was about 5%, the unqualified item was dissolution inspection. Exploratory
research: in the relevant material research, 101 batches of sample were inspected, all samples were detected with known impurity B, C,
and a unknown impurity, no known impurity A found. Dissolution curve and dissolution rate research: to compare the dissolution
curves of preparations in four media with different pH value, the dissolution curves from five producers’ preparation have the apparent
similar difference with the ones of Japan Orangebook, while the inter-batch uniformity of three producers’ products was relative good.
The result of the content inspection indicated that the auxiliary materials and relevant materials were with no apparent influence on the
triamterene content inspection. Conclusion The quality of Triamterene Tablets from the individual producer are uneven, while the
overall quality is lower than that of Japanese product. It is suggested to enhance the pharmaceutical bioequivalence study, innovate the
pharmaceutical technology, and to improve the quality accordingly.
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Table 1 Gradient elution procedure

I /min  WEIAH A/ % WA B/ % Wit C/ %
0 78 6 16
20 78 6 16
21 68 16 16
50 68 16 16
55 78 6 16
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Fig. 1 Evaluation chart of f; factor in four kinds of media on Triameterene Tablets produced by different enterprises
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