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Quality analysis of Compound Amino Acid Injection (ISAA) from national
evaluative sampling

LIU Yan, HAN Xiao-jie, HUANG Zhe-su
Tianjin Institute of Drug Control, Tianjin 300070, China

Abstract: Objective To evaluate the quality situation and existing problems of Compound Amino Acid Injection (I8AA) made in
China. Methods Statutory methods from Drug Standard of Ministry of Public Health Volume Il part 6 (Section 1 Biochemicals)
were carried out, and the exploratory researches, such as UV spectrophotometric determination of anti-oxidant sodium bisulfite, molar
concentration of osmotic pressure, relative density, atomic absorption spectrophotometric determination of alum-inum salt, bacterial
endotoxin, and cytotoxicity test in vitro also were used. Further quality analysis of Compound Amino Acid Injection (18AA) made in
China was evaluated through the samples and the testing results were statistically analyzed. Results Statutory test showed 152
batches in 161 batches of samples were qualified (94.4%), and 9 batches were unqualified (5.6%) which refered to the testing items of
characteristics, visible foreign matters, transmittance, and amino acid content. Exploratory studies indicated that the unqualified rate
would be significantly increased up to 34.4% if adding the testing items, such as sodium bisulfite, osmolarity, relative density, and
aluminum salt. Conclusion The quality of most Compound Amino Acid Injection (18AA) made in China complies with the current
standard, but some products from a few enterprises still have existing problems in terms of characteristics, visible foreign matters,
transmittance, and lower content of amino acid. It is indicated that the current statutory method can be basically operative, but has its limits.
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Fig. 1 Determination of sodium bisulfite
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