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Determination of atorvastatin calcium bulks drug by RP-HPLC

LIU Jing, Ding Hong-yu, Dong Bin

Dalian Institute for Food and Drug Control, Dalian 116021, China

Abstract: Objective To establish a gradient elution method of RP-HPLC to determine atorvastatin calcium in atorvastatin calcium

bulks drug. Methods The column was Symmetry shield RP-C;g column (250 mm x 4.6 mm, 5 um). The mobile phase consisted of a
KH,PO, buffer (adjust the pH value to 2.5) (A) and methanol - acetonitrile - water (50 : 770 © 180) (B). The detection wavelength was
246 nm and the column temperature was 40 ‘C. The flow rate was 1.0 mL/min with 20 uL injection volume. Results Atorvastatin
calcium had a good linearity in the range of 10.655 — 31.965 pg/mL (r=0.999 8). The average recovery was 98.2% with RSD 0.23%

(n= 6). Conclusion The method is accurate, reliable, sensitive, and reproducible, which could be used for the quality control of

atorvastatin calcium bulks drug.
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Table 1 Program of gradient elution

t /min WA A% WENAH B/%
0 50 50
40 35 65
48 10 90
55 10 90
60 50 50
70 50 50
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Fig. 1 HPLC chromatograms of system suitability solution (A), reference substance solution (B), sample solution (C), and

blank solvent (D)
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Table 2 Determination of atorvastatin calcium in atorvastatin

calcium bulks drug
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