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Abstract (300 word limit)
A sensitive and selective liquid chromatography/tandem mass spectrometry (LC-MS/MS) method has been developed and validated for determination of tenofovir concentration in human plasma using acyclovir as an internal standard (IS). Tenofovir and acyclovir were extracted from human plasma sample by protein precipitation using methanol : acetonitrile (1:1). The analytical separation was performed on a Luna 3µ HILIC 200Å, 50 x 2.00 mm, (Phenomenex®, USA) and protected by guard column AQ C18, 4 x 2.0 mm (Phenomenex®,USA). The mobile phase was used gradient of  methanol : acetonitrile (1:1) and Ammonium acetate 10mM, pumped 0.6 mL/min. The analyses were carried out by multiple reaction monitoring (MRM) in positive mode using the precursor-to-product combinations of m/z 288.238 > 176.034 for tenofovir and m/z 226.105 > 152.018 for IS.
The method had a chromatographic run time of 5 min and linear calibration curve over the range of    10 – 600 ng/mL with a correlation coefficient (r) of 0.995 or better. The sensitivity, specifity, linearity, precision and accuracy, recovery, matrix effect, and stability were validated for tenofovir in human plasma. The method can be successfully used in bioequivalence study of tenofovir.
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Figure 1. Mean plasma concentration-time profiles of tenofovir after a single dose of two 300-mg tenofovir film-coated tablets of two different formulations.
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