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Evaluation of dissolution consistency of pivastatin calcium tablets

ZHANG Li, GAO Yang, LI Haoran, ZHANG Zhiqing
Department of Pharmacy, the Second Hospital of Hebei Medical University, Shijiazhuang 050000, China

Abstact: Objective To establish a method for determination of dissolution curve of pivastatin calcium tablets, and evaluate the
similarity of dissolution curve of domestic generic drugs and the original drugs. Methods The concentrations of samples were
detected by HPLC. The specificity, recovery, precision, repeatability, stability and other methodological studies were carried out. The
paddle method was using for the dissolution process. The rotation speed of paddle was 50 r/min. To determine the dissolution
profiles of generic pivastatin calcium tablets and the original product in four dissolution mediums (the pH 1.2 hydrochloric acid
solution, the pH 4.5 acetate buffer solution, the pH 6.8 phosphate buffer solution and water). The f, factor method was used for
analyze the similarity of dissolution curves. Results A Diamonsil Cscolumn (250 mm x 4.6 mm, 5 um) was used. Mobile phase
consisted of a mixture of acetate buffer(acetic acid 500 pL and ammonium acetate 140.6 mg were added to 1 000 mL water)-
acetonitrile(15: 85), and UV detection wavelength was 244 nm. The results of methodology validation met the detection
requirements. The dissolution profile of three generic tablet were similar to the original tablet in the four dissolution media. The
dissolution of the other company's products was inconformity to the innovater drug in the water dissolution media and pH 4.5
acetate buffer solution. Conclusion The in vitro dissolution of some generic drugs was significantly different from the original drug.
The HPLC method be appropriate for the determination of the concentration of pivastatin calcium tablets, which can provide a
reference for further consistency evaluation of pivastatin calcium tablets.
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Fig.1 HPLC chromatograms
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Table 1 Study on stability of pivastatin calcium tablets in
four dissolution mediums
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=

1
S

pH 1 2EFRAW 100 95.18 93.97 93.32 92.97 91.91
pH 4 STERRERZEM 100 99.29  99.93  99.83 99.94 95.02
pH 6.8EREEEZE 100 99.90  99.05 98.45 98.50 96.36

K 100 100.00 99.89 99.69 99.37 98.73
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Table 2 Study on stability of pivastatin calcium tablets in pH 1.2 hydrochloric acid solution

pH 1.2 R & A DT ARARTT 5 5 H A it 5T 0 B %

Vol. 44 No. 4 April 2021

0.1 mol/L NaOH [1&/uL  0h 2h 4h 6h 8h 12h
0 100 95.18 93.97 93.32 92.97 91.91
250 100 97.36 95.63 94.68 93.75 92.87
400 100 97.95 96.26 95.67 94.37 93.23
500 100 99.17 97.18 97.58 96.59 95.92
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Fig. 2 Dissolution profiles of pivastatin calcium tablets in
four kinds of dissolution mediums (n=18)
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Table 3 f, between test medicine and reference medicine

f,{8
AR i AARZB A
A #C #%D
pH 1.2 Rzl 52.16 64.11 65.68 72.76
pH 4.5 BSTR Eh il 46.81 61.84 80.43 68.73
pH 6.8 IR Eh & 60.60 65.16 67.10 69.06
K 44.59 15 minFi85% 58.87 56.64
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