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Content Determination of the Cysteine Hydrochloride in Compound Amino Acid Injection by

Pre — Column Derivatization HPLC

CHEN Juan, CHEN Zhiyong, MENG Xue, CUI Xiaomin, REN Hui, QIAO Yuan, CHEN Ruiming

( Shaanxi Academy of Traditional Chinese Medicine, Xi' an, Shaanxi, China  710061)
Abstract: Objective To establish a high performance liquid chromatography (HPLC) method with pre — column derivation for the deter-
mination of cysteine hydrochloride in compound amino acid injection. Methods 2.4 — Dinitrochlorobenzene was used for the pre —column
derivatization agent. The analysis was performed on a Kromasil Cis column(250 mm x4.6 mm,5 um),with acetonitrile: 0. 014 mol /L
dipotassium hydrogen phosphate solution(pH =8.2,35 :65, V/ V) as the mobile phase. The detection wavelength was set at 360 nm, the
flow rate was 1.0 mL/min,and the column temperature was kept at 30 °C. Results The derivatization reaction conditions of cysteine
hydrochloride was that the ratio between the derivatization dosage and cysteine content was 80 : 1, V/V,and the reaction in a dark
bath at 60 °C for 5 min. Cysteine hydrochloride showed good linearity in the range of 0.1320 —0.660 0 pg(r=0.999 7). The average
recovery was 98.85% with RSD of 0.50% (n=6). Conclusion The method has low reaction temperature, short reaction time,simple
operation and accurate results,which can be used for the content determination of cysteine hydrochloride in Compound Amino Acid
Injection.
Key words: 2. 4 — dinitrochlorobenzene ; pre — column derivation; high performance liquid chromatography; cysteine hydrochloride ; Compound

Amino Acid Injection
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HE4E(mg) mAE(mg) MFE(mg) wkFE(%) X(%) RSD(%)
40. 08 44.12 83.46 98.32
40. 08 44.51 84. 10 98.90
40. 08 44.78 84.40 98.97
98. 85 0.50
40. 08 44.28 84.24 99.73
40. 08 44.24 83.70 98. 60
40.08 44. 66 84. 10 98.57
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