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Common pharmaceutical problems and basic considerations in new drug
application for lyophilized preparations for injection

ZHANG Yun, WANG Yamin
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: As one of the commonly used dosage forms in injection, lyophilized preparations for injection account for a high
proportion in drug registration applications. Based on the characteristics of dosage forms and based on risks, this paper summarizes
the common pharmaceutical problems of lyophilized preparations for injection in the new drug application. For example, the
rationality of sterilization or aseptic process screening and research is insufficient, pharmaceutical development without considering
the characteristics of the drug products, insufficient research on the detection ability of related substances analysis methods,
incomplete research on compatibility stability and infusion pipeline compatibility, etc. Combining relevant industry guidelines and
guidances, the basic considerations for pharmaceutical evaluation of freeze-dried formulations for injection were elaborated from the
aspects of pharmaceutical development, quality studies, stability studies, etc, in order to provide reference for the research and
development of such preparations.
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