Confirmation of Compliance with Heavy Metal Limit Values

pursuant to Art. 5(4) PPWR | Regulation (EU) 2025/40 on packaging and packaging waste

With reference to Regulation (EU) 2025/40 of the European Parliament and of the Council of 19
December 2024 on packaging and packaging waste, hereinafter referred to as PPWR, Sutter
Medizintechnik GmbH confirms the following with regard to the packaging used by the company:

e Recording and assessment

The packaging and packaging components used by Sutter Medizintechnik GmbH are recorded
and assessed as part of the existing PPWR project and are compared with the available supplier
information, material data sheets and confirmations of conformity.

e Compliance with Art. 5(4) PPWR

Based on the current state of knowledge and on the supplier confirmations available to date, the
packaging and packaging components used by Sutter Medizintechnik comply with the
requirements pursuant to Art. 5(4) PPWR with regard to the heavy metal limit values.

e Limitvalue

According to the information currently available, the sum of the concentrations of lead, cadmium,
mercury and hexavalent chromium in the respective packaging or packaging components does
not exceed the limit value of 100 mg/kg.

e Basis

The assessment is based on the supplier information, material information and confirmations of
conformity currently available to Sutter Medizintechnik GmbH. The available supplier information
does not indicate any intentional use or addition of the aforementioned heavy metals in the
packaging materials used.

e Scope

This confirmation refers exclusively to the heavy metal requirements pursuant to Art. 5(4) PPWR.
It does not constitute a complete EU Declaration of Conformity within the meaning of the PPWR
and does not replace the article-specific technical documentation or further conformity
assessment of individual packaging systems.



e Updates

Sutter Medizintechnik continuously reviews the requirements of the PPWR as well as the relevant
supplier documentation and updates the documentation in the event of new legal requirements,
changed material information or updated supplier information.
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