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To whom it concerns,

FertiPro NV updated the instructions for use of FertiCult IVF medium. A summary of the changes is
listed in the table below.

Instructions for use FertiCult IVF medium

Previous version FP09 107 RO1 F.3

New version FP09 107 RO1 F.5

Changes - Indications for use, intended user and target patient population

are more clearly defined as separate items (regulatory
requirement).
- Optimization MEA protocol and addition of HSSA test as release
criteria: change is reflected in instructions for use.
- Mouse Embryo Assay (% blastocysts after 96 hours,
exposure to test medium: 24 hours): 280%
- Human Sperm Survival Assay (% motility compared
with control after 24 hours): 280%
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