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Abstract

A study on the pharmaceutical equivalence of ACE inhibitors was undertaken.
Samples of all strengths were acquired from drug stores located in the Khonkaen
municipality and near university hospitals in Bangkok. Total of 18 samples were used
in this study; they were 4 and 3 generics of enalapril strength 5 and 20 mg tablets,
respectively, along with its reference drugs. One batch each of generic and reference
lisinopril 5 mg tablets were purchased, whereas 2 different batches numbers of each
of generic and reference lisinopril 10 mg tablets were used. One batch of generic and
two batches of reference ramipril 5 mg tablets were purchased. All 7 reference drugs
were imported whereas 7 generic drugs were manufactured in Thailand by 3
companies and 4 imported generic drugs were by 2 companies from India.

The equivalence studies were undertaken using the standard methods in the
34" USP and/or BP 2010 along with HPLC methods developed in-house. The
samples were tested for % labeled amount, uniformity of content and dissolution
studies. One out of the 18 samples (5.6%) was failed to the limits set in the
pharmacopoeias, this sample was generic drug imported from India. The difference
and similarity factors obtained from the dissolution profiles were used for evaluate
the pharmaceutical equivalence. The results showed that only 9% of generic drugs
were pharmaceutically equivalent when compared to the reference drugs. The
reference drugs, lisinopril 10 mg and ramipril 5 mg tablet, showed pharmaceutical
equivalence between the batches of the products whereas the different batches of
local generic lisinopril 10 mg tablets didn’t meet the pharmaceutical equivalence’s
criteria.

In recent years, the investments of Thai pharmaceutical industry have been
continued increasing. The result has showed from the improvement of the quality of
generic drugs which is indicated by the tendency of decreasing numbers of
substandard drugs. However, to ensure the efficacy of the local generic products, the
pharmaceutical equivalence study should be added to the quality control processes.
Furthermore, to ensure the quality of imported generic drugs, the enforcement to
get the certificate of drug analysis in every batches of the productions from the

certified laboratory in Thailand is suggested.
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