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Impurities Analysis and Stability Study of Lansoprazole for Injection
LI Ming-jie, GAO Fei-fei, SONG Liang-wei, LI Xiao-feng,ZHU Yu-ging(Shandong Luoxin Pharmacy Co., Ltd.,
Shandong Linyi 276017, China)

ABSTRACT OBJECTIVE: To analyze impurities and study the stability of domestic Lansoprazole for injection. METHODS:
HPLC and LC-MS were developed for the impurities analysis and stability study of Lansoprazole for injection (indoor illumination,
UV illumination and high temperature), which were compared with those of original products. HPLC system: Shimadzu ODS-3 C
column was used with mobile phase consisted of methanol-water-triethylamine-phosphoric acid (700:300:5: 1.5, V/V/V/V, pH ad-
justed to 7.0) at UV detection wavelength of 284 nm. LC-MS system: Waters ACQUITY UPLC™ BEH Cs column were adopted
with mobile phase consisted of 5 mmol/L ammonium acetate aqueous solution-acetonitrile (92 : 8, V/V). Electrospray ionization
source was adopted. Positive and negative ions detection were adopted simultaneously and full scan mode was used. RESULTS:
The linear range of lansoprazole was 0.6-5.4 ug/ml (#=0.999 9) with detection limit of 0.18 ng, RSD=0.21% (n=9); according
to the structure of 3 known impurities, the fragmentation regularity was respectively speculated; and the accuracy of the impurities
structures in samples from 2 manufacturers was verified in stability test under indoor illumination. There was no significant differ-
ence under other 2 conditions. CONCLUSIONS: The method is simple, accurate, specific and suitable for the determination of im-
purities in lansoprazole. For the impurities content and product stability, there is no obvious difference between domestic Lansopra-
zole for injection and original products.

KEY WORDS Lansoprazole for injection; Impurity; Stability; HPLC; LC-MS
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