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MEDICAL DEVICE INSPECTION
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FX25RWC | FX Advance oxygenator with
integrated Arterial filter and
Hard shell Reservoir X-Coating
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The oxygenator configuration does not match the product code on the product labeling. Terumo CVS has
determined that this tissue originated from an error within the assembly process where the east\west
configuration did not match the unit identification .The functionally and performance of oxygenator is
not comprised by the configuration discrepancy . The east vs. west configuration describes the placement
of the water ports and the blood inlet port in relation to the blood outlet port of the oxygenator. The
difference between the port placement on the oxygenator only impacts direction of the perfusion circuit
which is a preference to perfusionist . We used the east and west oxygenator. The difference between it is

the site of configuration and we informed the custom with it . This orientation difference has no impact
on the functionality or safety of the product
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