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Bioequivalence of pitavastatin calcium tablets in healthy volunteers

ZHOU Hua', ZHENG Heng®, QIAN Zhenyu*, ZHOU Liping®, PENG Ke-long’, CHEN Xiao-mei*, LI

Dong-yan® (1. Department of paediatrics, 2. Department of Pharmaceutics, 3. College of Pharmacy. Tongji Medical College.,
Huazhong University of Science and Technology, Hubei Wuhan 430030, China)

ABSTRACT:OBJECTIVE To evaluate the bioequivalence of two preparations of pitavastatin calcium tablets in healthy volun-
teers. METHODS In a two-way cross-over study, 20 healthy volunteers were randomly divided into two groups and taken a sin-
gle oral dose of pitavastatin calcium tablets of test and reference preparation respectively. The concentration in plasma was de-
termined with LC-MS/MS. RESULTS The main pharmacokinetic parameters of test and reference were as follows: AUCy,,
(180.2£37.6)pug+h-L™" and(182. 6£36. 1) pug+h-L™" ; AUC (=, (190. 0£38. D pg+h+L™" and (189.6+37.4)pgeh-L7";Cux
(54.3£18.2)pugL™" and(65. 1£22. 4) pge L™ 54, (0. 80£0. 25)h and (0. 78 0. 26) h; 1, (13. 4+ 4.5)h and(12. 0 2. 8) h;
The relative bioavailability of pitavastatin calcium was(100. 3419. 9) %. CONCLUSION The test and reference preperation of
pitavastatin calcium tablets are bioequivalent.
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Fig 1 Chromatogram of pitavastatin and carbamazepine in human
plasma

A. blank plasma; B. blank plasma+ pitavastatin(74.52 pgeL7!) +
carbamazepine(1S) ; C plasma sample of 0. 75 h after an oral dose of

2 mg pitavastatin( The left peak is pitavastatinand the right is I1S)
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Tab 1 Precision and recovery of pitavastatin in human plas-

ma (n=5)
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Fig 2 Mean plasma concentration-time curve of pitavastatin after a
single oral dose of 2mg in 20 healthy volunteers
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Tab 2 The main phamacokinetic parameters of pitavastatin
in 20 volunteers after an oral dose of 2 mg pitavastatin(z=*s,

n=20)

Imax/h 0.80+0.25 0.78+0.26
Croax/pge L7 54.3+18.2 65.09+22. 44
AUCo/pgeh-L! 180.2+37.6 182.6+36. 1

AUCo- /pgeheL7! 190.0+38. 1 189.6+37. 4
ti2/h 13.4+4.5 12.0+2.8
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Preparation of rhein solid dispersion and their dissolution in vitro

HAN Gang' , WANG Chuan-sheng? ,SUO Wei' ,LIU Li' ,WANG Yan-xue' ,GUO Xiao-fei' (1. Pharmaceutical
Department of North China Coal Medical University, Hebei Tangshan 063000, China;2. Department of Applied Chemistry; She-

nyang University of Chemical Technology; Liaoning Shenyang 11014, China)

ABSTRACT :OBJECTIVE To optimize the preparation process of solid dispersions of rhein for improving the drug dissolution.

METHODS To prepare rhein solid dispersion by solvent method with polyvinyl pyrrolidone (K30) and polyethylene glycol
(PEG) , the determination of dissolution methods was established with HPLC in vitro. RESULTS The rhein solid dispersion

could significantly increase the solubility of rhein and its dissolution. Dissolution percentages of solid dispersions were more than

85 percent in the drug carrier ratio of 1:4. The differential scanning calorimetry (DSC) and infrared spectroscopy were used to

characterize the rhein solid dispersions. CONCLUSION Solid dispersions could significantly improve solubility and dissolution

rate of rhein.
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