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Development and Challenges of High — End Pharmaceutical Preparations in Domestic

Pharmaceutical Enterprises
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( Beijing Pharma and Biotech Center, Beijing, China  100176)

Abstract: Objective To provide a reference for the rational overall arrangement of high — end pharmaceutical preparations in domestic
pharmaceutical enterprises. Methods Based on the development status of the global pharmaceutical industry in the field of high —end
pharmaceutical preparations, the challenges of developing high —end pharmaceutical preparations were analyzed, and the development
strategies were put forward. Results At the present stage,the United States,the European Union,Japan and other countries are still the
main research and development(R & D) markets of innovative drugs in the world. With a sharp slowdown in the global output of novel
drugs, the efficient drug delivery system(DDS) is developing rapidly, and the scale of innovative preparations of DDS is equivalent to
that of generic drugs. With the penetration of the drug field with clinical use defects, the modified high —end pharmaceutical prepara-
tions have a large space for market growth. The development of the high —end pharmaceutical preparation industry is facing great chal-
lenges, such as lack of industrialization research platform for innovative preparation, lack of talent team and compound leading talents
with strong technical support, Chinese enterprises have not yet become the main body of innovation, most enterprises cann’t solve com-
plex technical problems in the process of high — end pharmaceutical preparation transformation,and lack of supporting equipment and fa-
cilities for the transformation in the intermediate test. The development of new high —end pharmaceutical preparations is the only way
for the development and transformation of China’s pharmaceutical industry, we should establish a scientific evaluation mechanism and
supporting policies, strengthen the research and transformation of innovative technologies in the field of pharmaceutical preparations,
strengthen the integration of multi — disciplines, establish a market — oriented and international service platform for the research and de-
velopment of pharmaceutical preparations, establish a systematic innovation environment, develop differentiated products based on clinical
needs, formulate reasonable clinical development strategies,and build a high —level and international top talent team. Conclusion Vigor-
ously developing high — end pharmaceutical preparations not only conforms to the trend of global new drug research and development,but
also meets the requirements of the optimization and transformation of industrial structure, environmental — friendly and leadership develop-
ment for Chinese pharmaceutical enterprises.
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