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The described functions refer to the following software versions: Metafer 4.3

€ MetaSystems software and system products are classified as in vitro diagnostic
medical devices (IVD) in the European Union in accordance with the Regulation (EU)
2017/746 or Directive 98/79/EC, respectively, and carry the CE label unless otherwise
indicated. Use all MetaSystems IVD products only within the scope of their intended
purpose.

MetaSystems products are used in many countries worldwide. Depending on the
regulations of the respective country or region, some products may not be used for
clinical diagnostics.

Some hardware components supplied by other manufacturers are not included in
MetaSystems IVD products and are therefore not IVD medical devices.

Gram Imaging is an application-specific adaptation of the Metafer software. It is possible
that further adaptations to specific specimen conditions are necessary.
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