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Discussion on development difficulties and countermeasures of complex preparations in China
SONG Bo', ZHENG Xiao', SHI Juan', CAO Feng®(1. Center for Food and Drug Inspection of NMPA, Beijing
100044, China; 2. School of Pharmacy, China Pharmaceutical University, Nanjing 210009, China)

ABSTRACT OBJECTIVE To discuss the difficulties in the development of complex preparations and puts forward solutions, in
order to provide some reference for the development and preparation of complex preparations. METHODS Based on the
development status of complex preparations, the challenges faced by the development of complex preparations were analyzed, and
the countermeasures for the development of complex preparations were proposed. RESULTS & CONCLUSIONS The development
of complex preparations required high quality of personnel, and was limited by pharmaceutical excipients, delivery devices and
pharmaceutical equipment. The preparation process was complex, there were many quality control parameters and patent barriers.
Complex preparation development enterprises need to pay more attention to talents, pharmaceutical excipients, delivery devices and
pharmaceutical equipment, and clarify the impact of key technology on preparation production and quality characteristics; in
addition, they need to strengthen independent research and development, crack the patent layout of original research enterprises and
protect their own innovative achievements. Domestic complex preparation development enterprises can combine imitation and
innovation to develop complex preparation products with independent brands to better meet the needs of patients.
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