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Application of Quality Risk Management in Quality Control of Injections and
Eye Drops
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Quality Research and Evaluation of Pharmaceutical Excipients, National Institutes for Food and Drug Control,
Beijing 100050, China)

Abstract Objective: To provide good quality control for injections and eye drops by identifying critical
control points for the production of injections and eye drops and developing preventive measures. Methods: Two
pharmaceutical enterprises were investigated. Risk management tools such as hazard analysis and critical control
point method and failure mode effects analysis were used to find out the risk points in the production process. Risk
assessment and risk control were carried out, and preventive measures were put forward. Results: Subsequent
to taking control measures for risk sources with high risk coefficient and medium risk level, the risk grade of
each risk point was reduced. Conclusion: The active pharmaceutical ingredients, pharmaceutical excipients and
packing materials of injections and eye drops should match the production environment of the preparation, and the
comprehensive and standardization of production monitoring needs to be improved.
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