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Statement of the problem: Memantine hydrochloride is 
an N-Methyl-D-aspartate (NMDA) receptor antagonist and 
approved for treatment of moderate to severe Alzheimer’s 
disease. It is compulsory for the generic product of 
memantine hydrochloride to conduct the bioequivalence 
study. Bioequivalence studies are important to compare 
the systemic exposure profile of a test product to that of a 
reference product. This study was performed to investigate 
the pharmacokinetics and bioavailability of two memantine 
hydrochloride film coated tablet formulations in order to 
prove bioequivalence between the two formulations. 

Methods: The study was a single dose, open label, 
randomized; two ways cross over in 19 healthy subjects 
under fasting condition. The wash out period was five 
weeks. Blood samples were obtained prior to dosing and at 
1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 12, 16, 24, 36, 48 and 72 hours after 
drug administration. Plasma concentration of memantine 
HCl was monitored using liquid chromatography tandem 

mass spectrometry. The pharmacokinetics parameter AUC 
0-24 h and Cmax were tested for bioequivalence after log 
transformation of data and ratios of Tmax were evaluated 
non-parametrically. Result: the point estimates and 90% 
confidence interval for AUC 0-72 h and Cmax were 97.43 
to 104.13% and 97.15 to 105.96% respectively.  Conclusion: 
The results indicate that two formulations of memantine HCl 
were bioequivalent thus may be prescribed interchangeably
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