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Study on Quality Risk Management Based on the Production Process of Solid Preparation
LIANG Yi, HUANG Xue (School of International Pharmaceutical Business, China Pharmaceutical University,
Nanjing 210009, China)

ABSTRACT OBIJECTIVE: To reduce quality risk of the solid preparation production process, and to ensure the quality of the
product. METHODS: On the basis of analysis of solid preparation production process, the quality risk management tool (failure
mode and effect analysis, FMEA) was used to take risk assessment, risk control and risk review in the basic production unit of sol-
id preparation. Then suggestions were put forward for the improvement of solid preparation production process. RESULTS & CON-
CLUSIONS: In solid preparation production process, the mixing time of mixing operation unit, the mount of adhesives and adhe-
sives joining speed of soft material preparation unit, and drying temperature of drying operation unit are high risk factors. It’s sug-
gested that the production process of solid preparation can be improved by establishing standard operational procedures, controlling

parameters and intermediates, taking production process validation and carrying out regular risk assessment.
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Fig1 The general production process of solid preparation
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Fig2 The quality risk management process
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Tab 1 Risk identification of solid preparation production

process unit
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Tab 2 FMEA evaluation value standard of S,P,D
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Tab 4 Solid preparation production process risk assessment
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Tab 5 Re-evaluation result after risk control
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