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Abstract: Objective To study the pharmacokinetics (PK) and bioavailability of Nifedipine Sustained-release Tablets (NSRT) in
Beagle’s dogs. Methods Using dicycle randomized crossover study, test tablets (NSRT) or reference tablets (Nifedipine
Controlled-release Tablets, NCRT) with the dose of 30 mg were given to eight Beagle’s dogs. The plasma concentration of nifedipine
collected at different time points was determined by LC-MS/MS method. The main PK parameters were obtained by DAS 2.0 program.
Results With the linear range of 0.05—30 ng/mL and the lower limit quantification of 0.05 ng/mL, the LC-MS/MS method had high
sensitivity, accuracy, and specificity. The main PK parameters of NSRT and NCRT were as follows: the C,,x were (4.46 + 2.11) and
(5.21 £ 2.68) ng/mL, the #,,x were (11.0 = 3.85) and (7.38 £ 2.97) h, and the AUC, were (49.5 + 25.9) and (49.6 + 25.2) ng-h/mL.
Compared to NCRT, the bioavailability of NSRT was (104 + 43.5)%. Conclusion The method is simple and accurate for the
determination of the drug plasma concentration with good repeatability, and is successfully applied to the bioavailability evaluation of
NSRT in Beagle’s dogs. The NSRT has the feature of sustained release.
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Fig. 1 MS? full scan mass spectra of nifedipine (A) and
interior standard—nitrendipine (B)
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Fig.2 MRM chromatograms of nifedipine in dog plasma by LC/MS/MS method
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Fig. 3 Mean plasma concentration-time curves of nifedipine
after ig administration of NSRT and NCRT to
Beagle dogs (x+s,n=8)
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Table 1 PK parameters of nifedipine after ig administration

of NSRT and NCRT to Beagle’s dogs (x +s,n=8)
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