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RP-HPLC Determination of the Related Substances of Simvastatin Capsules

HU Chuchu, ZHENG Guogang, ZHENG Jinqi(Zhejiang Institute for Food and Drug Control, Hangzhou 310004, China)

ABSTRACT: OBJECTIVE To establish a method for determination of the related substances of simvastatin capsules by
RP-HPLC gradient elution method. And the related substances of nineteen batches of simvastatin capsules are detected.
METHODS A SUPELCO Cig column(4.6 mmx=33 mm, 3 pm)was used. The mobile phase A was acetonitrile-0.1% phosphoric
acid (50 : 50), mobile phase B composed of 0.1% phosphoric acid acetonitrile solution, with gradient elution method. The
wavelength of UV detector was 238 nm, the flow rate was 3.0 mL-min~'. RESULTS The resolutions of simvastatin and
lovastatin and other related substances were good. The limit of quantitation was 0.25 ng. CONCLUSION The method is

accurate and repeatable, and could be applied to control the quality of this drug.
KEY WORDS: simvastatin capsule; relative substances; gradient elution; RP-HPLC
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Tab'1 . The linear elution process
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Tab 2 Results of related substance of simvastatin capsules

I G £ MAs/mg  RIRFU%,  BKEA IR %
1 080101 10 1.99 0.97
080201 20 1.59 0.69
080101 5 2.66 1:41
2 20070928 5 3.14 1.35
20071212 5 3.16 1.30
20080123 5 1.92 0.61
3 070730 10 1.34 0.47
071120 10 1.34 0.46
071203 10 1.36 0.43
4 08022601 10 2.17 0.62
08022701 10 2.07 0.56
08022901 10 2.09 0.54
5 080101 10 2.63 1.47
080302 10 2.40 1.30
080301 10 2.73 1.55
6 070907 5 6.53 5.31
7 20070902 5 2.58 1.16
20070503 20 1.83 0.64
20070901 40 1.46 0.48
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Fig 9 HPLC chromatogram of simvastatin capsule (Batch
No. 080101, Manufacturer 5)
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