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Abstract: The chemical innovative drug industry of China is booming, the drug innovation system is constantly improving, and
domestic innovative drugs and high-end preparations are in the stage of rapid development, which will bring profound changes to
new drug research and development pattern of China. The quality control of chemical drugs is the key point of drug research and
development, and is the premise of drug safety and effectiveness. Centering on the development strategy of the chemical drug
industry, we should focus on scientific and technological innovation by tackling key core technologies. Combined with the current
domestic and foreign cutting-edge concepts and technologies, chemical medicine manufacturing of China will continue to develop in
the future. This paper discusses the identification of critical quality attributes, quality by design of chemical pharmaceutical
production, chemical pharmaceutical quality control and dosage form improvement from three perspectives. Based on the relevant
literature at home and abroad in the past decade, the relevant content of chemical pharmaceutical quality control is summarized
around the development strategy of chemical pharmaceutical industry and closely related to the critical quality attribute and quality
by design concept. In this paper, the identification of critical quality attribute, the concept of quality by design and the improvement
of dosage form were reviewed in order to provide reference for the quality control of chemical drugs.
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Table 1 Identification of key quality attributes in chemical drug manufacturing
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Fig. 1 QbD concept runs through the entire process of process development
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