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A study on the pharmaceutical equivalence of B blockers was undertaken. Samples of all
strengths were acquired from drug stores located in the Khonkaen municipality and near
university hospitals in Bangkok. Generic samples of propranolol (10 and 40mg tablets), atenolol
(50 and 100mg tablets) and metoproiol (100mg tablets) were assayed. Standard reference drugs
were also sampled and assayed. The reference drugs were either manufactured in Thailand or
imported. The generic drugs were manufactured in Thailand by 15 companies and imported by 4
companies from 3 different countries.

The equivalence studies were undertaken using the standard methods in the 29" USP
along with HPLC methods developed in-house. The samples were tested for % labeled amount,
uniformity of content and dissolution studies. All 35 samples were within the limits set in the 29"
USP. The difference and similarity factors obtained from the dissolution profiles were used for
evaluate the pharmaceutical equivalence. The results showed that only 40% of generic drugs were
pharmaceutically equivalent when compared to the reference drugs. These products were
manufactured by 10 of the 19 companies.

The researchers would like to suggest that the generic B blockers could be used as a
substitute for the more costly reference drugs to either reduce the cost of treatment or promotion
of the local pharmaceutical industry. Concerns on the dissolution profiles have been noted for
some of the generic drugs and patients'ghould not change between reference drugs and generic
drugs without any information on the pharmacokinetic differences in the product.

Before a generic drug can be registered information is required on the bioequivalence
when compared with the reference drug. The cost of drug forrﬁulation development and
bioequivalence study is high. If the generic drug product is not manufactured following the same
processes as the registered product then the pharmaceutical industry will not get any benefit. This
shows failures in the development of generic drugs in the pharmaceutical industrial in either
government or private sectors. The pharmaceutical equivalence study should be added to the
quality control processes for generic drugs which are either imported or manufactured in

Thailand. This will ensure the efficacy of the products.





