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Determination of safinamide in human plasma by LC-MS/MS and its
pharmacokinetic study in Chinese healthy volunteers
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Abstract  Objective: To establish an LC-MS/MS method for the determination of safinamide in human
plasma and apply it to the pharmacokinetic study in Chinese healthy volunteers. Methods: Twenty Chinese healthy

volunteers received a single dose of 100 mg of safinamide mesylate tablet and the venous plasma were obtained one

hour before and 0.5 1.0 1.33 1.67 2.33 2.67 3.0 3.5 4.0 5.0 6.0 8.0 12.0 24.0 48.0

72.0 96. 0 hours after dosing respectively. The established LC-MS/MS method was used to determine the
concentration of safinamide in plasma and the pharmacokinetic parameters were estimated by Phoenix Winnonlin
7.0 program. Results: The linear calibration curve of safinamide was within the range 2. 000 ~ 1200 ngemL ' (r =
0.998 6) with the intra-and inter-day RSDs less than 15% . After 20 healthy volunteers were administered 100 mg
safinamide mesylate tablet the pharmacokinetic parameters were calculated as follows: AUC,_, = (22266.011 +
3529.258) pgeL'*h™'; AUC, , =(23584.528 £3978.137) pg*L™'*h™'; MRT, , =(25.873 £2.238) h;
t,, =(23.048 +3.035) h; T, =(1.875+1.579) h; Vz/F =(28.731 +4.848) Lekg™'; Clz/F =(0.873
0.155) Leh™'*kg™'; C,. =(907.185 +198.323) pg*L™'. Conclusion: A rapid sensitive and validated
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LC-MS/MS method was developed for the determination of safinamide in human plasma. The absorption of safinamide

is fast and the halfdife is long.
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