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EUROIMMUN  USordiatnostice

a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Libeck, Germany

declares under its sole responsibility as manufacturer that the ELISA product

Anti-Treponema pallidum ELISA (IgM) ElI2111-9601 M

(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.

Labeck, May 17, 2022 e / W C/ / //{%{C// |

(Place and date of issue) Dr. Ewald Miller-Kunert Susanhe Aleksandrpwicz
- Head of Quality Management - - Memper of the Executive Board -
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E U R OI M M U N LMaebdcjftidri‘ailchhoesti ka

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-Treponema pallidum ELISA (IgG) El 2111-9601 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 Il

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

Lubeck, May 17, 2022 - [;ZWV‘C«/ / /({f /Z/ﬂ/ /

(Place and date of issue) /"Dr. Ewald Muller-Kunert Susénhe Aleksandro cz
- Head of Quality Management - - Memper of the Executiv Board -
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E U R O I M M U N E/Iaebdoi:iiri‘ziazcnhoestika

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 Blot product:

Anti-Treponema pallidum EUROLINE-WB (IgM) DY 2111-#H#-1 M

(product name, order number)

meet 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 Il

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

Libeck, 25.04.2022 o OWML\// / /%//L (4//

(Place and date of issue) Dr. Ewald Muiller-Kunert Syéanne Aleksandroyicz
- Head of Quality Management - Mey-‘l er of the Executive Board -
and Regulatory Affairs - /
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E U R O I M M U N 'Itnaebdoi:(i:lri‘ailsgcnhoestika

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 Blot product:

Anti-Treponema pallidum EUROLINE-WB (IgG) DY 2111-#HHE-1 G

(product name, order number)

meet 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 Il

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

Lilbeck, 25.04.2022 pe (qu ///// (/ /

(Place and date of issue) " Dr. Ewald Miiller-Kunert yzéar’me Aleksandrowicz

- Head of Quality Management er of the Executjve’ Board -
and Regulatory Affairs -
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