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Study on the Safety Test of Ornithine Aspartate Injection

XU Leimingl, wu Gul, DU Weifengl, GU Qianz*(I.Anhui Institute for Food and Drug Control, Hefei 230051, China;
2.Wannan Medical College, Wuhu 241000, China)

ABSTRACT: OBJECTIVE To establish the safety test method for Ornithine Aspartate injection. METHODS Abnormal
toxicity test, allergic response test, and depressor substances test were added and their limit values were set separately on the
basis of pyrogen test in present national standard. The correlative verification tests were carried out according to the methods
indexed in the Appendix of Ch.P 2010 Vol II. RESULTS The limit value of abnormal toxicity test was 0.87 g-kg™', the limit

value of allergic response test was 0.83 g-kg™' and the limit value of depressor substances test was 0.15 g-kg™'. CONCLUSION

This study provided experimental basis for the improved quality standard of Ornithine Aspartate injection.
KEY WORDS: Ornithine Aspartate injection; abnormal toxicity; allergic response; depressor substances
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Tab 1 LDs, of Ornithine Aspartate injection in mice

R, AWEY BETEU BErEE/ LDsofH/ 95%[N R R/

mgkg™ H R % mgkg™ mgkg™
6136 10 10 100
5216 10 10 100
4434 10 8 80
3768 3 470~4 086
3769 10 5 50
3204 10 2 20
2723 10 0 0
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Tab 2 Results of animal sensitivity test

PRAESNTUAE, SR LIRIRMNALY  SE2RIRMNALY B 3 IR NAY
ngkg™! mmHg mmHg mmHg
0.05 21.7 222 22.7
0.1 28.9 30.5 31.1
0.15 335 37.2 35.0
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Tab 3 Determination results of test for depressor sub-
stances of Ornithine Aspartate injection in different dosages

bk, ds/ dv/ dr/ ds/
mgkg™ mmHg mmHg mmHg mmHg
500 31.5 46.7 48.3 32.6
450 32.1 43.7 425 33.0
400 33.4 36.2 36.3 30.8
350 342 333 34.4 30.9
300 30.4 30.8 31.2 31.6
250 335 27.7 28.6 36.2
200 31.8 23.6 22.8 30.9
150 35.0 20.6 22.1 36.8
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Uncertainty Evaluation on the Concentration of Potassium Dichromate Volumetric Solution

CHENG Yingl, LI Taoz, WANG Hongyun3, ZHAO Xianz, WANG Yul*(].Jiangsu Institute for Food and Drug Control,
Nanjing 210008, China; 2.Anyang Institute for Food and Drug Control, Anyang 455000, China; 3.China Pharmaceutical
University, Nanjing 210009, China)

ABSTRACT: OBJECTIVE To established a method for uncertainty evaluation on the concentration of volumetric solution.
METHODS The calculation formula of uncertainty was deduced in the procedure of preparation of the solution. RESULTS
Each components of uncertainty was calculated by analyzing the various variable parameters in the procedures. The combined
uncertainty was then finally obtained by synthesizing the uncertainties of various component variables. CONCLUSION The

mathematic model of uncertainty measurement established in this paper is reasonable and reliable.

KEY WORDS: potassium dichromate volumetric solution; concentration; uncertainty
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