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Determination of Related Substances in Atorvastatin Calcium Tablets by HPLC
ZHANG Xue-yan', TIAN Xiao-tong’, ZHANG Yi-hua’(1.Shijiazhuang Forth Hospital, Shijiazhuang 050021,
China; 2.Hebei Institute for Food and Drug Control, Shijiangzhuang 050011, China)

ABSTRACT OBJECTIVE: To develop the method for the determination of related substances in Atorvastatin calcium tablets.
METHODS: HPLC method was adopted. The separation was performed on Diamonsil Cis column with 0.05 mol/L citric acid buffer
(pH adjusted to 4.0 using ammonia)- acetonitrile-tetrahydrofuran (50:30:20, V/V/V) at the flow rate of 1.0 ml/min. The detection
wavelength was set at 244 nm, and column temperature was 30 “C. The sample size was 20 pl. RESULTS: Impurity H and un-
known impurity can be completely separated from main component of Atorvastatin calcium tablets. The linear range of impurity H
was 0.002 mg/ml-0.05 mg/ml (»=0.999 9). The detection limit was 0.2 ng and quantification limit was 0.6 ng. CONCLUSIONS:

The method is simple, reproducible and specific, and can be used for the quality control of Atorvastatin calcium tablets.
KEYWORDS Atorvastatin; HPLC; Impurity H; Related substances
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Fig 1 HPLC chromatograms
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1. atovastatin; 2. impurity H
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Fig 2 HPLC chromatograms of specificity tests
A. destroyed by acid; B. destroyed by alkali; C. destroyed by oxidiza-
tion; D. destroyed by heat; E. destroyed by light
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F1 BERERRILER(n=9)
Tab 1 Results of recovery tests(n=9)

Hbbit,mg AR, mg W mg e, o THEE, % RSD,%
011 8.04 8.1 9.62

011 8.08 8.04 9950

01l 8.2 801 99.87

011 1021 1018 9970

011 1005 1001 99.60 9980 040
011 10.06 10.3 971

01 .13 12.12 9991

011 1206 12.10 100.33

0.1 1204 12.06 10041
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Tab 2 Determination of related substances in samples (%)

— 24 nm K E 200 K IE
REH JURARR  JUARER  ZH SRR JURARER
10mg 130201 022 0.12 031 021 0.12 032
130202 020 0.13 030 020 0.3 033
130203 0.0 0.3 032 020 0.14 03
Wmg 130301 08 0.6 035 026 0.16 035
130302 0.26 0.16 033 025 0.18 0.8
130303 0.24 0.14 032 024 0.15 033
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