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Abstract : Background: Gentamicin is an aminoglycoside antibiotic used in the treatment of infections caused by Gram-
negative aerobic bacteria organisms in human and animals. In Nigeria, there are arrays of multisource generic versions of
injectable gentamicin sulphate in the drug markets. There is a high prevalence of counterfeit and substandard drugs in the
third world countries with consequent effect on their therapeutic efficacy and safety. Aim: The aim of this study was to
investigate pharmaceutical equivalence of some of these generics used in veterinary practice in Nigeria. Methodology: About
20 generics of injectable gentamicin sulphate were sampled randomly across Nigeria but 15 were analyzed for identity and
potency. Identity test was done using Fourier transform infra red spectroscopy and the spectral for each product compared
with that of the USP reference standard for similarity. Microbiological assay using agar diffusion method with E. coli as a test
organism on nutrient agar was employed and the respective diameters of bacterial inhibition zones obtained after 24 hour
incubation  at  37°C.  The  percent  potency  for  each  product  was  thereafter  calculated  and  compared  with  the  official
specification. Result And Discussion: None of the generics is produced in any African country. About 75 % of the products are
imported from China whereas 60 % of the veterinary generics are manufactured in Holland. Absorption spectra for the
reference and test samples were similar. Percent potencies of all test products were within the official specification of 95-115
%. Nigeria relies solely on imported injectable gentamicin sulphate products. All sampled generic versions passed both identity
and potency tests. Clinicians should ensure that drugs are used rationally since the converse could be contributing to the
therapeutic  failures  reported  for  most  of  these  generics.  Bioequivalence  study  is  recommended  to  ascertain  their
interchangeability when parenteral extra venous routes are indicated.
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