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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Lubeck, Germany

declares under its sole responsibility as manufacturer that the ELISA product

Anti-SARS-CoV-2 ELISA (1gG) El 2606-9601 G

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.

Libeck, March 23, 2020 /m&ﬂ P {M L ¢

(Place and date of issue) Sésanne Aleksan icz Dr. Ewald Miiller-Kunert
- Member of the Bbard - - Head of Quality Management -
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Lubeck, Germany

declares under its sole responsibility as manufacturer that the ELISA product

Anti-SARS-CoV-2 ELISA (IgA) El 2606-9601 A

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.
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