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Determination of residual solvents in azelastine hydrochloride by head-

space gas chromatography
Hu Baiyan' Jin Songzi® Jiang Qingfeng’

(1. Pharmaceutical College of Henan University, Kaifeng 475001)

(2. Tianjin Institute of Pharmaceutical Research, Tianjin 300193)
Abstract To establish a method for determining the four kinds of residual solvents in azelastine hydrochloride by
headspace gas chromatography. The determination was carried out on a DB-624 capillary column(30mmx0.53mm,
3um) with sequential increase of temperature programming. N,N-dimethyformamide as solvent media,with the
FID detector .It appears a good linearity in the experimental concentration(r>0.9991). The detector limit of etha-
nol, acetone, chloromethane and n-hexane separately were 3.51, 0.35,2.12,0.11ug/mL . The RSD of precision were
all less than5.0% . The average recoveries were 99.1%~102.4% . The method is simple, sensitive and accurate[ 1t
could be used for detection of four residual solvents in azelastine hydrochloride .
Key words Azelastine hydrochloride Headspace gas chromatography Residual solvent
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