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Process optimization and product market development of sustained-release tablets
based on QbD concept
Shang Yanjun(Shandong Fangming Pharmaceutical Group Co., LTD, Dongming Shandong 274500, China)

Abstract: This paper focuses on the process optimization of sustained-release tablets based on the quality-derived
design (QbD) concept. Firstly, the significance of QbD concept in the development of sustained-release tablets is
expounded, its systematic approach is introduced to achieve controllability of product quality and process robustness,
and the development process of sustained-release tablets under the framework of QbD is analyzed in detail. It includes
the definition of target product quality profiles (QTPP), identification of key quality attributes (CQAs) and key process
parameters (CPPs), as well as key techniques for risk assessment and process optimization, such as prescription design
optimization, process parameter control, and model and design space construction. Through the analysis of the key
technology and practical application of process optimization, the practical application effect of QbD concept and product
market research and development have important significance.
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