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Surveillance on the Quality of Marketed Cardiotonics,
Antidiabetic Agents and Urinary Tract Antiseptics Oral
Dosage Form Preparations in Taiwan

CHIU-YU HUANG, MING-YU YANG, PO-YU WANG, YU-PEN CHEN,
LIH-CHING CHIUEH AND DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

In order to survey the quality of the marketed cardiotonics, antidiabetic agents and urinary tract
antiseptics oral dosage form preparations in Taiwan area, a total of 83 samples of dipyridamole/glimepiride/
nifedipine/nitrofurantoin preparations were acquired from different counties and cities in Taiwan from January
to September in 2012. Samples were analyzed by the methods as described in the CHP 7 or USP 34 with
authorized specifications. The analytical items included the appearance, average weight, identifcation, assay,
dissolution, content uniformity, and percentage of related compounds. The results showed that 3 samples (3.6%)
failed to meet the specification of dissolution and 2 samples (2.4%) failed to meet the specification of limit of

nitrofurazone. Others met the compendia requirements.

Key words: cardiotonics, antidiabetic agents, urinary tract antiseptics, dipyridamole, glimepiride,
nifedipine, nitrofurantoin



