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A Survey on the Sterility of Steroid Eye Drops in
Taiwan

YU-CHI HSIEH, HUEY-JEN DUH, KUAN-SUNG HUANG,
LI-LIN HUANG, CHANG-WEN CHI, YI-CHEN YANG,
YA-MIN KAO AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

Steroid eye drops are prescribed for the treatment of inflammation and postoperative recovery.
The patient may be immunity depressed around affected place of eye. If the prescribed steroid eye drop
is not sterile, it may cause severe damage on eye. In order to ensure the safety of medication, this study
aimed to investigate the sterility of steroid eye drops. Fifty seven steroid eye drops (37 were domestic
and 20 were imported products) which mainly contained betamethasone, fluorometholone, prednisolone
or dexamethasone as drug facts were collected by local health authorities from hospitals, pharmacies and
manufactories in Taiwan in 2015. The sterility test was conducted according to the seventh edition of
Chinese Pharmacopoeia of Taiwan. The results showed all of the samples were qualified for the sterility
test. However, 20.8% samples failed to comply with their labe ling requirements such as incomplete
addresses and names under Pharmaceutical Affairs Act. The report of this study had sent to local health
authorities for reference, and requested the suppliers and manufactures to recall or correct their products
for the purpose of public health protection.

Key words: steroid, eye drops, sterility test





