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Monitoring the Quality of NSAIDs and Oral
Antibiotics: Taiwan

CHEN-YUAN WU, CHIU-YU HUANG, YU-CHI HUANG, MEI-CHI LIN,
YU-PEN CHEN, HSIU-KUAN CHOU AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

Surveillance and vigilance systems for marketed medications is imperative to maintain the regulated
standard of post marketed NSAIDs (non-steroids anti inflammatory drugs) and oral antibiotics in Taiwan.
In this study, 34 samples of prepared piroxicam and cefaclor were acquired from various counties and
cities in Taiwan from January to September of 2014. Samples were analyzed using methods described
in Ch. P. 7/USP 36 with authorized specifications. Appearance, average weight, identifcation, assay,
dissolution, uniformity of dosage units, water content and percentage of related compounds were the
elements taken into consideration for analysis. The results showed that two samples failed to meet the

specification of dissolution; one of which had failed to meet the specification of water contetnt.

Key words: non-steroid anti-inflammatory drug, antibiotics, piroxicam, cefaclor





