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BACKGROUND AND IMPORTANCE

The production of non-sterile preparations (NSP) is a critical task that requires high levels of accuracy and safety.

A risk management tool is essential to ensure quality and minimise the risks associated with this process.
Publications on this topic in the scientific literature are limited.

AIM AND OBIJECTIVES

To identify potential risks in the NSP production process using a Failure Mode and Effects Analysis (FMEA) and to
measure whether these risks decrease with the implementation of improvement actions.
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CONCLUSION AND RELEVANCE
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The FMEA methodology is a useful instrument in the detection of potential risks in the production of NSP and in
the implementation of improvement actions that have an impact on process quality and patient safety.




