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Content and Molar Ratio Deteremination of Ornithine Aspartate for Injection by HPLC
REN Lianjie"*,ZHANG Wei', WU Hanyan', GAO Hengying', LI Qun'(1.Beijing Institute for Drug Control, Bei-
jing 100035, China;2.Center for Drug Evaluation, CFDA, Beijing 100038, China)

ABSTRACT OBIJECTIVE:To establish a method for the determination of the content and molar ratio of Ornithine aspartate for in-
jection. METHODS: HPLC was performed on the column of Thermo HYPERSIL Aps-2 amino column with mobile phase of aceto-
nitrile-0.05mol/L Potassium dihydrogen phosphate solution, the flow rate was 0.9 ml/min, the column temperature was 30 °C,the de-
tection wavelength was 200 nm, and the injection volume of 20 pl. The results determined by HPLC and potentiometric titration
were compared. RESULTS: The linear range of ornithine aspartate was 0.02-10.01 mg/ml(»=0.999 9); RSDs of precision, stabili-
ty and reproducibility tests were lower than 2% ; recovery was 99.15%-100.15% (RSD=0.35% ,n=9). The content of 3 batches
of Ornithine aspartate for injection was 100.04%-100.64% and molar ratio was 0.982-0.989. The content is similar to the results de-
termined by potentiometric titration with national standards. CONCLUSIONS: The method is simple, accurate, specific and sensi-
tive, and suitable for the determination of the content and molar ratio of Ornithine aspartate for injection.
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Fig1 HPLC chromatograms

A.reference substance; B.test sample; C.blank control; 1.ornithine; 2.as-
partate
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Tab 1 Results of force degradation tests
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AR 12 5641 4,04 6.72 649 12.44
SR 10 6752 234 438 1.85 410
=017 9 5494 349 256 1.56 671
FRBSE 15 7211 248 437 7 185
bini3/) 5 6308 403 737 576 1373
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Tab 2 Results of recovery tests(n=9)

AR, mg W, mg e, % FHRCR, % RSD, %
16.39 16.25 99.15

16.68 16.57 99.34

16.55 16.43 99.58

2068 2071 100.15

19.88 19.77 99.45 99.59 0.35
2087 2072 99.28

2411 2401 99.59

24.56 2447 99.63

24.67 24.70 100.12
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Tab 3 Results of robustness tests

il S DEREeRE  AEE A% MBI
ek Al 6953 1023 100.18 0.989
AL 6639 895 10034 091
I 45:55 7264 152 100.10 0.989
55:45 6531 1.3 10033 0985
HHlLC 35 7018 10.18 100.14 0989
40 7210 1025 10023 0988
SN Tk 6953 1023 100.18 0.989
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Aps-2 234 (250 mm*4.6 mm, 5 pm) ; {6 3% 4% 2: Merck Puro-
spher STAR NH2 2441 (250 mm>4.6 mm,5 um)].
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Tab 4 Results of contents determination and molar ratio of

samples(n=3)
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IR 0.989 0991
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130203 W% 100.64 100.67 10041
HIRTE R 0.984 0985
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