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1.5 ml/min, #] % % 4 338 nm, 422 % 35 °C, X405 OPAAT A A R AER 348 o bz X R A2 5 A s st Ar, &R . |
BRI B R A 0.027 4~0.438 8 mg/ml & Bl 1 5%\ AR 2 RAFAI &M X R (5,=0.999 5) ;45 % B A5 04 & 44X RSD<
0.84% ; 12 4 31 RUBR B M RUVLER 45 B, 0 JRIE IR B RUBR AR R 5045 B P 2k BR B R ER 69 T 34 m AR EDIC 53 5 99.8% (RSD=
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Content Determination of Lysine Hydrochloride in Compound Preparations by OPA Pre-column Derivatiza-
tion HPLC

ZHANG Yi, ZHU Rong, ZHENG Ping, XIONG Ling (Chengdu Center for Food and Drug Control, Chengdu
610045, China)

ABSTRACT OBJECTIVE: To establish a method for the content determination of lysine hydrochloride in compound prepara-
tions. METHODS: Pre-column derivatization HPLC was conducted with the pre-column of OPA. The column was Kromasil Cis
with the mobile phase of 0.04 mol/L sodium dihydrogen phosphate solution (adjust pH to 7.2 by 10% NaOH)-methanol-acetonitrile
(70:15: 15, V/VIV) at the flow rate of 1.5 ml/min, the detection wavelength was 338 nm and the column temperature was 35 °C.
According to set procedure, the sample solution was automatic mixed with OPA agent and borate buffer. RESULTS: The quality
concentration of lysine hydrochloride had a good linear relationship in the range of 0.027 4-0.438 8 mg/ml(»=0.999 5), and the
RSD of precision, stability and reproducibility tests was no more than 0.84% . The average recoveries of Five-dimensional lysine
granules, Lysine inositol-dimensional B, oral solution and DCP lysine tablets were respectively 99.8% (RSD=0.86% , n=9) ,
100.1% (RSD=0.79% ,n=9) and 99.6% (RSD=0.65% ,n=9). The contents of 3 batches of compound preparations containing ly-
sine hydrochloride were measured and the results were consistent with the results of the original quality standard method. CONCLU-
SIONS: The method is simple and accurate and can be used for the quality control of compound preparations containing lysine hy-
drochloride.

KEYWORDS OPA; Pre-column derivatization; HPLC; Lysine hydrochloride
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Tab 1 Automatic derivatization and injection procedure
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Fig 1 Pre-column derivatization HPLC chromatograms
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Tab 2 Results of recovery test of 3 compound preparations

(n=9)
e AR, JEE, MR EEHRmE RD,
A mg mg % W, % %
WA R 5.143 5.150 100.1 99.80 086
10.290 10270 9.8
15420 15.344 995
RSB 1 RA I 5.143 5.153 1002 100.10 0.79
10.290 10311 10022
15420 15383 9.8
HARBIRAS R 5.143 5.126 997 99.60 065
10290 10249 9.6
15420 15.344 995
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Tab 3 Comparison of lysine hydrochloride content of 3 co-
mpound formulations( %)
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