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Content Determination of Enantiomer in Atorvastatin Calcium Tablet by HPLC Using Chiral Stationary
Phase

WANG Qiu-lan', SHI Chun-yang', WANG Wen-qing', XIE Bin’, LIN Meng', FANG Jian-guo' (1.Dept. of Phar-
macy, Tongji Hospital Affiliated to Tongji Medical College, Huazhong University of Science and Technology,
Wuhan 430030, China; 2.Hubei C-Bons Pharmaceutical Co., Ltd., Wuhan 430019, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of the enantiomer in Atorvastatin calcium tablet.
METHODS: Chiral stationary phase HPLC was adopted. The determination was performed on Chiralpak AD-H chiral column with
mobile phase consisted of hexane-dehydrated alcohol-trifluoroacetic acid (93:7:0.1, V/V/V) at the flow rate of 1 ml/min. The detec-
tive wavelength was set at 246 nm, and column temperature was 30 °C. The sample size was 10 pl. RESULTS: The linear range of
enantiomer was 0.63-3.15 pg/ml (+=0.999 8) with an average recovery of 102.07% (RSD=1.53% , n=9); None of enantiomer
was found in 4 batches of samples and 1 batches of market samples. CONCLUSION: The method is specific, reproducible and ac-

curate, and it is suitable for the determination of enantiomer in Atorvastatin calcium tablet.
KEY WORDS HPLC; Atorvastatin calcium tablet; Enantiomer; Content determination
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Fig 1 HPLC chromatograms
A. reference substance; B. system suitability; C. blank control; D.
test sample; 1. enantiomer; 2. atorvastatin
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oo PRRERL, AR, WfRE,  mkERGE,  PIMRERIGE,  RSD,

i g rg kg % % %
102015 0.95 0.98 103.16
2 01993 0.95 0.97 102.11
3 02028 0.95 0.96 101.05
4 01984 1.90 1.93 10158
502001 190 188 98.95 102.07 1.53
6 02029 1.90 195 102.63
70196 285 2.95 103.51
§ 02037 285 297 10421
9 02004 285 2.89 101.40
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Analysis of Situation, Problems and Countermeasures of the Safety of Drug Use in Rural China
LIU Jun', CHEN Dan-di', ZHANG Long', LI Kai*(1.West China School of Public Health, Sichuan University,
Chengdu 610041, China; 2.Longhua County Food and Drug Administration, Hebei Longhua 068150, China)

ABSTRACT OBJECTIVE: To provide reference for the formulation of the countermeasures for improving the the situation of
drug use safety in rural China. METHODS: The main problems of drug use safety in rural China were analyzed, combined with
current national essential drug system. Suggestions and countermeasures were put forward. RESULTS & CONCLUSION: At pres-
ent, there are no enough officers or funds for rural drug safety supervision, no strict implementation of monitoring system either.
The quality management is very weak in rural primary medical institutions and retail pharmacies. In addition, rural residents are in
lack of the knowledge of drug use safety. So the rural drug safety can’t be effectively protected. Government should provide more
support and resources for rural drug safety supervision, and improve the rural safety supervision system and essential drug system,
including its supporting policies. Government should also perfect enterprise credit system, and supervise and urge rural primary med-
ical institutions to propagandize the knowledge of drug use safety.

KEY WORDS Rural; Drug use safety; Situation; Problems; Countermeasures
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