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10 pE
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Investigation on the quality of ‘over the counter’ Drugs
containing Codeine in Taiwan

Chih-Ping Hong, Mei-Hwa Yang, Ching-Yih Shaw and Ber-Lin Chang

Division of Drug Chemistry

ABSTRACT

Thirty different brand and lot number samples of ‘over the counter’  drugs (pharmacy-
only) containing Codeine (Phosphate), were purchased from various areas in Taiwan during 1998.

These samples were investigated for the requirements of Announcement NO.83047660
published by the Department of Health Executive Yuan on August 17 1994 regarding Oral Liquid
Preparations containing Codeine (Phosphate).

All samples were investigated with reference to the following requirements: (1) Oral Liquid
Preparations containing Codeine (Phosphate) prepared as  “Syrup” only. (2) The quantity of
Codeine Phosphate in a daily dose should be no more than 9 mg in cold preparations and no more
than 18 mg in cough suppressant expectorant preparations. The dose should be decreased 20%,
when the preparations are combined with Ephedrine Hydrochloride or DL-Methylephedrine
Hydrochloride. (3) Each time oral dosage for an adult should be not less than 5 mL. (4) The
content of each bottle in retail should be no more than the dose required for three days. (5) If the
warning remark “addiction and habitation formed after long-term usage” is printed on the
label ~ instruction sheet and the packing boxes. The samples were identified and assayed for
Codeine Phosphate. Sugar content was also determined.

The results showed that seven samples did not meet the requirements. Among them, one
sample, the sugar content was 28.3% w/v, which violated the first requirement that sugar content
shouid not be less than 55.0% w/v. One sample, cough suppressant expectorant preparation
contained Pseudoephedrine Hydrochloride, the quantity of Codeine Phosphate in a daily dose was
18mg, over the second requirement (maximum quantity is 14.4 mg). Two samples showed less
than 5-mL oral dosage each time for an adult, which violated the third requirement. Six samples
showed that the content of each bottle in retail was more than the dose required for three days.
These samples failed to meet the fourth requirement. Two samples were without the warning
remark, which failed to meet the fifth requirement.. The others passed the identification and assay

tests.

key words * Codeine, Oral Liquid Preparation, ‘Over The Counter’ Drugs, Quality
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