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Determination of Residual ﬂ-propiolactone in Inactivated Rabies Virus Concentrate by Gas Chromatography
SHAN Guang-zhi"*, MA Xun*’, JI Hong", YU Li*(1.Institute of Medicinal Biotechnology, Chinese Academy of
Medical Science, Beijing 100050, China;2.Beijing Institute of Drug Control, Beijing 100035, China;3.National
Institutes for Food and Drug Control, Beijing 100050, China)

ABSTRACT OBJECTIVE: To develop a method for the determination of residual S-propiolactone in inactivated rabies virus con-
centrate. METHODS: Gas chromatography with direct injection was adopted. HP-DB624 capillary column was used with nitrogen
as carrier gas at flow rate of 1.0 ml/min; column temperature was programmed temperature, and FID was used as detector. The de-
tector temperature was 250 °C, and the injector temperature was 150 °C. S-propiolactone was dissolved in acetonitrile as reference
solution, and inactivated rabies virus concentrate was direct injected for determination after centrifugation. RESULTS: There was
no interference from acetonitrile and inactivated rabies virus concentrate. The linear range of S-propiolactone were 1.082-1 082.0 pg/ml
(r=0.999 4). The limits of detection and quantification were 0.2 and 1.0 ng. The established method was accurate and durable.
p-propiolactone was not found in 4 batches of inactivated rabies virus concentrate. CONCLUSIONS: The method is simple and uni-
versal, and can be used for the determination of residual S-propiolactone in inactivated rabies virus concentrate.

KEYWORDS p-propiolactone; Inactivated rabies virus concentrate; Gas chromatography
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Determination of Related Substances in Licofelone Tablets by RP-HPLC

WANG Hai-ling', GAO Hai-ying', DING Yang’ (1.Jilin Provincial Institute of Pharmaceutical Research, Chang-
chun 130060, China;2.School of Clinical Medicine, Norman Bethune Health Science Center of Jilin University,
Changchun 130021, China)

ABSTRACT OBIJECTIVE: To establish the method for the determination of the related substances in Licofelone tablets. METH-
ODS: RP-HPLC method was adopted. The determination was performed on Kromasil C;s column with mobile phase consisted of
acetonitrile-0.05% phosphate solution (60:40, V/V) at the flow rate of 1.0 ml /min; the detection wavelength was set at 222 nm
and column temperature was 25 “C. The injection volume was 10 pl. The total impurities was calculated by main component self
contrast method. RESULTS: The main peak was well-separated from the adjacent peak. The linear range of licofelone were 8.1-162
pg/ml (=0.999 9). The detection limit and quantitation limit were 0.25 ng and 0.89 ng, respectively. Total contents of impurities
were lower than 0.31% in 3 batches of samples. CONCLUSIONS: The method is sensitive, precise and specific, and can be used
to determine the related substances in Licofelone tablets.

KEYWORDS Licofelone tablets; Related substances; RP-HPLC
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