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Development and validation of Bioanalytical Method for estima- Summary of Validation Parameter

tion of Memantin HC1 (MEM) and Donepezil HCl (DH) in human
plasma.

Derivatization of MEM with OPA [3-Mercaptoethanol Parameter MEM DH

All the parameter of the developed bioanalytical method for the determination of MEM & DH in human plasma was validated as per USFDA guidelines

as shown 1n table. Validation parameters of the proposed method were found to be satistactory with acceptable recovery and precision. LOD indicates

sensitivity of the method. High recovery show that the method 1s free from the interference from plasma constituents.

MEM 1s lacking of chromophores or auxochromes, thus it shows Detection Wavelength 420 nm 380 nm
no distinct absorption in UV-VIS region. Therefore, primary amino Conclusion
group of MEM was derivatized using OPA [-Mercaptoethanol as Linear range (ng/ml) 50-300 5-105

derivatizing agent for quantitative estimation of MEM 1n plasma.

The proposed spectrofluorimetric method for estimation of DH and MEM 1n human plasma 1s simple, precise and sensitive. Hence, 1t can be successtul

EXPERIMENTAL WORK Regression equation y =0.0009x - 0.001 y = 0.003x - 0.0017 applied for the estimation of MEM and DH 1n human plasma as well as for pharmacokinetic study. The developed and validated method can be routinely

useful for estimation of MEM as very limited methods are available for its estimation, as MEM does not have any chromophore 1n 1it.
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