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Relevant considerations on pharmaceutical research of generic drugs
of compound amino acid injection

WU Xiao-fei, LIU Dan-xing, WANG Hong-liang, BAI Yu
( Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China)

[ Abstract] Compound amino acid injection, as the source of nitrogen in parenteral nutrition, is administrated
to patients with compromised gastrointestinal function or those whose nutritional needs cannot be met through
gastrointestinal tract. Therefore, compound amino acid injection plays an important role in nutritional therapy and
support. The active pharmaceutical ingredients of compound amino acid injection are complicated, and some amino
acids are sensitive to light, heat, and oxygen, etc. , which brings certain challenges to the research and development
of such drugs. Based on literature research and evaluation experience in recent years, this paper discusses some
issues which may need to consider during the development of generic drugs of compound amino acid injection from
the aspects of API quality control, formulation design, manufacturing process development, quality research and
control, selection of container enclosure system and stability studies in order to provide reference for researchers in
this field.
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