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Objective :
A physico-chemical and microbiological plan is established to qualify a new pediatric parenteral nutrition (PPN) compounder: the BAXA® ExactaMix 2400.
For aseptic process validation, we decided to implement a challenged Media Fill Test to improve the sensitivity.
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Qualifications of pediatric PN compounder are essential to guaranty sterility and quality of
production correspond to good manufacturing practices.

MPFTc enhances sensibility of MFT and can highlight possible deviations of the aseptic process.
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