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File No: CE-TCF-001 A/0

( € EC Declaration of Conformity C €

Regarding In Vitro Diagnostic Directive (98/79/EC)

Manufacturer:

Name: Atila BioSystems, Inc.
- Address: 740 Sierra Vista Ave, Unit E, Mountain View, CA, 94043, US

EC Representative
Name: Fujirebio Europe N.V.

Address: Technologiepark 6, 9052 Gent, Belgium

Product
Name: iAMP COVID-19 Detection Kit

Type: 100 tests per kit
Classification: IVDD Other

5 ATILA BIOSYSTEMS, INC.
= 40 Sierra Vista Ave, Unit E,
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|
We confirm our product can meet the requirement of In Vitro Diagnostic Medical
Devices Directive (98/79EC) and the following harmonized standards.
EN ISO 14971:2012
EN 1SO15223-1:2016
EN 13612:2002/AC: 2002
EN ISO 23640:2015
EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 13485:2016

Signature:

Date: 3/25/2020
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