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Bioequivalence Study of Pitvastatin Calcium Tablet in Healthy Volunteers
MA Yue-hai, TANG Si, ZHANG Shi-liang, YANG Rui, DONG Xiao-gian, XIA Su-xia (Laboratory of Clinical
Pharmacology, Liaoning Province Academy of TCM, Shenyang 110034, China)

ABSTRACT OBIJECTIVE: To evaluate the bioequivalence of 2 kinds of Pitvastatin calcium tablets in Chinese healthy volunteers.
METHODS: 24 healthy volunteers were randomized into 2 groups. In double-cycle self-cross study, the patients were given single
oral dose of Pitvastatin calcium test preparation (domestic) or reference preparation (imported) 2 mg, and the plasma concentration
of pitvastatin was determined by LC-MS/MS. The main pharmacokinetic parameters were calculated, and the bioequivalence of two
preparations were compared. RESULTS: The main pharmacokinetic parameters of test preparation vs. reference preparation were as
follows: #,,: (13.06 +7.20) h vs. (12.89+9.49) h;cpu: (49.90 +22.93 ) ug/L vs.(48.18 +19.70) pg/L; fex: (0.64 £ 0.34) h vs.(0.77 +
0.25) h; AUC s ,: (118.16 £ 54.60) ug - h/L vs.(118.08 £ 44.50) ug - h/L. The relative bioavailability of test reference was (99.86 +

24.34) %. CONCLUSIONS: The results demonstrate that the two preparations are bioequivalent.
KEYWORDS Pitvastatin; LC-MS/MS; Pharmacokinetics; Bioequivalence
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Fig 2 Main concentration-time curves of pitavastatin test
preparation vs. reference preparation after single oral dose
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Tab 2 Main pharmacokinetic parameters of pitavastatin
test preparation vs. reference preparation after single oral

dose(xXts)
B 3 I BHHIA
Caney /L 49.90+22.93 48.18119.70
by D 0.6410.34 0.77+0.25
fin,h 13.06+7.20 12.89+£9.49
AUCq 41, ug+h/L 118.16 1 54.60 118.08 £ 44.50
AUCy-, pg-h/L 125.75£56.37 126.74 £47.02
F,% 99.80+24.34
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