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Comparative bioavailability of one local product and the original product of metformin
tablets commercially available in Thailand (A and B)were evaluated in twelve Thai male healthy
volunteers age ranging from 18 to 32 years old. Each subject received a single oral dose of
metformin 1000 mg. The study was done by using complete cross over and randomized
design of 1 week wash out preriod. Blood samples were drawn before drug adminstration (0)
and at 0.5,1,1.5,2,2.5,3,5,8,10 and 24 hours after drugs administration. Drug concentration
were determined by HPLC technique. Individual plasma metformin concentration - time profile
was analyzed for the relevant pharmacokinetic parameters. Area under the plasma concentration
- time curve was calculated using trapezoidal rule. Other pharmacokinetic parameters (Vd, Ka,
Kel, t1/2, Cl ) were determined by MK model. The result showed that the peak plasma
concentration (Cmax), and the area under the plasma concentration - time curve (AUC) were not
statistically different between the two products (drug A and drug B ) using ANOVA for two way
cross over (p>0.05). By using 90 % confidence interval, the ratio of means for Cmax, AUC of the
two products was in the limit 80-125 %. The percent of difference of Tmax was in the limit of
bioequivalence (+ 20% of the reference product) It could be concluded that the two products were
bioequvalent in terms of the rate and the extent of drug absorption into systemic circulation.
Other parameters (Vd, Ka, Kel, t1/2, Cl) were also not ststistically different between each products

using unpaired Student's t- test (p > 0.05)
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