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Quality Surveillance on the Preparations of Steroids
(Betamethasone esters), Antibiotics (Levofloxacin)
and Cardiovascular Drugs (Atenolol)

CHING-CHIA CHANG, CHIU-YU HUANG, MENG-CHI FAN,
SHU-HAN CHANG, YA-HUI HSU, MEI-CHIH LIN, SU-HSIANG TSENG,
AND DER-YUAN WANG

Division of Research and Analysis, TFDA

ABSTRACT

This study aimed to survey the quality of the marketed topical steroid preparations and oral
preparations of antibiotics/cardiovascular drugs in Taiwan. 97 samples in total (89 domestic and 8
imported) were collected from hospitals, clinics, pharmacy, pharmaceutical firms and pharmaceutical
manufacturers by local health authorities over the period of January-June 2018. All collected samples
were submitted for quality control testing terms, including identification, dissolution, uniformity of
dosage units, assay and impurity tests. The analytical methods used in evaluating the individual medicine
types were consisted of monographs from “Ch. P. VIII, USP 40-NF35” and in-house methods from
the manufactures with authorized specifications. The results showed that 2 samples of topical steroid
preparations containing Betamethasone esters did not meet the requirements for drug content and 2
samples of atenolol tablets failed the dissolution test; all other items passed the required standards. The

surveillance results of this project will be provided as reference for drug administration and management.

Key words: topical steroid preparations, cardiovascular drugs, antibiotics, betamethasone
esters, levofloxacin, atenolol



