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TO WHOM IT MAY CONCERN

I, the undersigned, Camille ZINS, Regulatory Affairs Specialist, declare that the references listed here
after are not included in the definition of a medical device or medical equipment.

These products do not have a specific intended use as a medical device or an in vitro diagnostic
medical device. Also, we confirm that the products are not intended for use in diagnostics,
treatment, and prevention of diseases and rehabilitation of patients and therefore do not need to
be registered as medical devices and medical equipment.

Material number Description short
V1204 SALINE SOLUTION
423551 VITEK PICKME NIBS
423546 VITEK PICKME PEN

Sincerely,

Marcy I'Etoile, November 25th, 2024

Camille ZINS
Regulatory Affairs Specialist
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