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Determ ination of Lansoprazole of preparations and related substances by HPLC
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2. China Phamaceutical University, Nan jng 210009, China)

ABSTRACT: OBJECTIVE To establish a RP-HPLC method for the detem ination of content of Lansoprazole in Lansoprazole for in-
jection and enteric-coated tablets and related substances. METHODS A Shim-Pack C (5 Pm, 250 mm x 4. 6 - mm ) column and
methanol- wate - trie thlam ine-phosphoric acid( 620: 380:5:1.5) as the mobile phase were used at the flow rate 1.0 mL* min'. The
detection wavelength was 284 nm. RESULTS The calibration curve was linear in the range of16 ~320Lgs mL™' ( #=0.999 9). The
lansoprazole for injection and enteric-coated tablets the average recovery were 100. 0% and 99.63% rspectively, the RSD was 1. 08%
and 1.03% (n=9) mspectively. CONCLUSION The method is simple, rapid, accurate and reproducible for the simultaneous sepa-
ration and detem ination of lansoprazole for injection and its enteric-coated tablets and rlated substances. This method can be used to
control the quality of the preparations.
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Tab 1 Results of samples of contents( labeled amount % , n =

3) and related substances of detem ination

/% /%

050408 100. 4 0.15
050409 99.89 0.16
050410 100.9 0.13
050511 101.6 0.43
050513 99.98 0.42
050515 98.91 0.41
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