EC-Declaration of Conformity

According to Directive 98/79/EC on in-vitro-diagnostic devices, Annex IV (excluding 4, 6)

Product name

Product Description

NADAL® COVID-19 Ag Test

Test for the detection of the
SARS-CoV-2 nucleoprotein
in human nasal swabs

Article Numbers (REF) # of test per
packaging
243117N-01 1
243117N-05 g
243117N-20 20

Classification:
Manufacturer:

Product for self-testing
nal von minden GmbH
Carl-Zeiss-Str. 12

47445 Moers

Germany

We herewith declare on our sole responsibility that all batches of the above listed in-vitro-
diagnostic devices are conform to the Essential Requirements Annex | of the directive 98/79/EC of
the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical
devices. The products are suitable for the intended application (products for self-testing).

Relevant standards and guidelines are applied.

The Conformity assessment procedure is performed in accordance with Annex IV, excluding
sections 4 and 6, of directive 98/79/EC - Full Quality Assurance System

Notified Body:

TUV Rheinland LGA Products GmbH
Tillystral3e 2
90431 Nurnberg, Germany

Identification Number

0197

nal von minden GmbH

Carl-Zeiss-StraRe 12
47445 Moers
Deutschland

Tel.: +49 941 29010-0
Fax: +49 941 29010-50

info@nal-vonminden.com
www.nal-vonminden.com

Geschaftsfihrer:
Sandra von Minden
Roland MeiRner
Thomas Zander

Registergericht Kleve:

HRB 5679

Steuer-Nr. 244/133/00130
UST-ID-Nr. DE 189 016 086

Sparkasse
Regensburg

Kto: 840017 073
BLZ: 750 500 00

Schnelltests

Deutsche Bank
Kto: 056 998 800
BLZ: 350 700 24



new art laboratories

This document is valid until the expiration date of the EC- Certificate/ Directive 98/79/EC, Annex IV,
excluding sections 4 and 6, full Quality Assurance System In Vitro Diagnostic Medical Devices
(Registration number: HL 1034230-1), namely 2023-11-27.

Moers, 2021-11-17
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