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Background Conclusions

Change controls are part of Good Manufacturing Practice (GMP) These changes monitored centrally were focused on GMP

requirements in industry. The new version of management aspects and not all of them were supported by our quality

standard ISO 9001: 2015 also introduces this concept in the system.

organization aspects; nevertheless, its implementation could be Thus, this work allowed us to systematize our practice and

critical in the complex and changing environment of a hospital formalized it through a quantitative indicator. This typology

pharmacy. will serve as a reference system for the different units of our
hospital pharmacy helping to harmonize the process of

Purpose change controls.

The aims of this work is to design a methodology to
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