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Determination of Residual Organic Solvents in Sevelamer Hydrochloride Drug Substance by Headspace
Gas Chromatography

LIU Fengl’z, ZHAO Rongli3, YUAN Junz*(I.State Key Laboratory of Biotherapy, Sichuan University, Chengdu 610041,
China; 2.Sichuan Institute for Food and Drug Control, Chengdu 610097, China, 3.Chengdu Institute of Biological Products,
Chengdu 610023, China)

ABSTRACT: OBJECTIVE To establish an HS-GC method for the determination of residual organic solvents including
menthanol, alcohol, trichloromethane and toluene in polaprezinc. METHODS The samples were dissolved in 1 mol-L™
sulfuric acid solution, and this method utilized an Agilent DB-FFAP GC column, nitrogen as carrier gas. FID was used as
detector with the temperature of 250 C, and the inlet temperature was 200 ‘C. This method used temperature program.
RESULTS The four residual organic solvents menthanol, alcohol, trichloromethane and toluene were completely separated, the
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linear relationship was good, and the average recoveries were 102.9%, 105.4%, 93.8% and 95.7%, and the RSD were 2.9%, 2.1%,
3.3%, 3.5%(n=9), respectively. CONCLUSION This method is simple, rapid, accurate and highly sensitive, which can be used
for the determination of the residual organic solvents in polaprezinc. Also provide a way of determination of residual organic

solvents in slightly soluble crude drug.

KEY WORDS: HS-GC; polaprezinc; residual organic solvents
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Fig.1 GC chromatograms

A-standard solution; B-sample solution; l-menthanol; 2-alcohol;
3—trichloromethane; 4— toluene.
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Compatible Stability of Propacetamol Hydrochloride with 5 Kinds of Representative Infusion Solution

WEI Liming, LUO Qichao, JIA Chen, ZHANG Hongyan*(Department of Pharmacy, Lanzhou University Second
Hospital, Lanzhou 730030, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for the assay of propacetamol hydrochloride, and to investigate the
compatible stability of propacetamol hydrochloride with 5 kinds of infusion solution. METHODS The variance of
propacetamol hydrochloride content in fructose injection, glucose saline injection, 0.9% sodium chloride injection, 5% glucose
injection and 10% glucose injection was determined by HPLC. Meanwhile, the changes of color and pH value were observed.
RESULTS The content of propacetamol hydrochloride was <90% within 6 h; only the pH value of propacetamol hydrochloride
with 0.9% sodium chloride injection was 4.52, and the pH value of the other 4 kinds of infusion solution was near 4 at 0 h; the
pH value decreased to <4.0 within 0.5 h in all infusion solution. CONCLUSION Propacetamol hydrochloride is unstable in 5
kinds of infusion solution. The 0.9% sodium chloride injection should be used as preferred infusion solution, and it should be
used immediately after configured.

KEY WORDS: propacetamol hydrochloride; compatible stability; HPLC
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