Relationship FOx Biosystems - Unitron

The relationship between FOx Biosystems, the legal manufacturer, and Unitron to which we
outsource design, development, and manufacturing activities can be described as a
contractual partnership or service provider relationship. Specifically:

1.

Legal Manufacturer (FOx Biosystems): We are responsible for the overall compliance,
regulatory obligations, and ensuring that the products meet applicable legal standards
and requirements. As the legal manufacturer, our name appears on the product, and we
maintain responsibility for its quality, safety, and compliance, regardless of the
outsourcing arrangement.

Contract Manufacturer (Unitron): Unitron, the company to which we outsource these
activities serves as our contract manufacturer or service provider. This company
undertakes specific tasks such as design, development, and manufacturing based on
our specifications and requirements, under the terms of a contractual agreement.
However, they do not bear the regulatory responsibility for the product as the legal
manufacturer.

In summary, the relationship is defined by a contract manufacturer/ service provider
dynamic, where the Unitron provides essential services, but FOx Biosystems maintains overall
legal responsible as the product's manufacturer and sells the product.



