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Content Determination and Related Substances of 3 Kinds of Intermediates of Atorvastatin Calcium by HPLC
ZHANG Ming-ying, SUN Guo-xiang (College of Pharmacy, Shenyang Pharmaceutical University, Shenyang
110016, China)

ABSTRACT OBIJECTIVE: To establish the method for content determination and related substances of 3 intermediates of atorvas-
tatin calcium. METHODS: HPLC method was adopted. 3 Intermediates including 4-fluoro-2-phenylacetophenone (FPAP), phenyl
pentanamide compound (M-2) , and tertiary butyl acteate compound (L-1). The separation of FPAP was performed on Agilent
Eclipse XDB-Cs column with acetonitrile-tetrahydrofuran-50 mmol/L ammonium citrate (pH=4.0, 3:2:5) as the mobile phase.
The separation of M-2 and L-1 were performed on Century SIL C;s BDS column with mobile phase consisted of methanol-50 mmol/
L sodium dihydrogen phosphate (60:40) for M-2 and methanol-water (85:15) for L-1. The flow rate was 1.0 ml/min, and column
temperature was set at (30 £0.15) °C. The detection wavelengths were set at 244 nm and injection volume was 20 ul. RESULTS:
The linear ranges were 5-100 pg/ml for FPAP, 5-150 pg/ml for M-2, and 5-150 pg/ml for L-1 (r of 0.999 9-1.000 0). The average
recoveries were 99.27% (RSD=0.07% ), 99.43% (RSD=0.37% ) and 99.97% (RSD=0.11% ). The content and the related sub-
stances of FPAP, M-2, L-1 were more than 98% , 98% , 99% and lower than 0.5% , 1%, 0.5%, respectively. CONCLUSION:
The established method is simple, accurate and reproducible, which can be used for the quality control of 3 intermediates of atorv-
astatin calcium.
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Fig2 HPLC chromatograms of 3 intermediates
A.FPAP; B.M-2; C.L-1; a. blank solvent; b. test sample; c. substance
control
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Fig 3 HPLC chromatograms of related substances of 3 in-
termediates
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