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Declaration of Conformity

Redax Srl with headquarters based in Poggio Rusco (MN) Via Galileo Galilei nr. 18, declare, on
their own responsibility that the medical devices listed as per the attached documentation have been
accepted at all stages of production through incoming, moulding, processing, packaging and have
passed all visual, physical and functional quality testing according to the following standards:

- ISO 13485:2003 Medical devices - Quality management systems - Requirements for
regulatory purposes;
- ISO 9001:2008 Quality management system - Requirements.

and comply with the requirements of the following directive:
- Directive 93/42/EEC ~ Council Directive 93/42/EEC concerning medical devices.

- Directive 2007/47/EC ~ Council Directive 2007/47/EC updating directive 90/385/EEC, directive
93/42/EEC, directive 98/8/EC.

The Vice President
Ing. Giorgio Sgarhi
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