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Rapid determination of active pharmaceutical ingredients of L—glutamine
and sodium gualenate granules by ion mobility spectrum method

GENG Zhi-wang YANG Yong—jian"

( Shanghai Institute for Food and Drug Control Shanghai 201203 China)

Abstract Objective: To establish a rapid method for active pharmaceutical ingredients ( APIs) detection in L—glu—
tamine and sodium gualenate granules. Methods: A positive mode ion mobility spctrum ( IMS) method was em—
ployed to detect the content of L—gutamine. The electrospray ionization ( ESI) source voltage was 3.0 kV. Sodium
gualenate was detected at the negative mode with source voltage at 2. 6 kV. At the two modes the drift tube voltages
was both 8.0 kV. The ESI source and drift tube were both at the temperature of 180 °C. Results: The linearity of
L—glutamine and sodium gualenate was fine with the range of 10-200 pg * mL ™' and the correlation coefficients
were 0. 998 2 and 0. 999 7. And their LOQs were 10 pg *mL ™" and 6 wg *mL™" respectively. The recoveries of I—
glutamine and sodium gualenate in high middle and low levels were all between 97%—103% . The samples of three
batches were tested for six times continuously. The average contents of L—Glutamine were 100. 4% 101.0% and
98.8% and the RSDs were 2. 2% 2.2% and 2.3% respectively. And the average contents of sodium gualenate
were 100. 7% 101.7% and 99. 1% and the RSDs were 2. 7% 2.3% and 2. 7% respectively. Conclusion: The
established IMS method is suitable to detect the APIs of L-glutamine and sodium gualenate granules.
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Fig. 2 Ton mobility spectrum of L-glutamine reference standard( A) and sample( B)
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Fig. 2 Ton mobility spectrum of sodium gualenate reference standard( A) and sample( B)
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