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GMP-Confirmation

Dear Mrs. Menssen,

Best regards

Rainer Klatt
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Herewith we confirm that GMP certificates are only issued to manufacturers of pharmaceuticals.

The approval of medical devices is regulated in the European Union under Directive 93/42 /EEC.
In this case the fulfillment of the requirements for the manufacture of medical devices is confirmed
by the issuance of certificates by the relevant notified body on the basis of that Directive.
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