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has been assessed and certified as meeting the requirements of

ISO 13485:2016

EN ISO 13485:2016

For the following activities

Design and development, manufacture, contract manufacture and distribution of reagents, in vitro

diagnostic kits and instruments for the detection of serological markers in the field of autoimmune and

infectious diseases.

This certificate is valid from 19 June 2024 until 18 June 2027 and remains valid subject to satisfactory surveillance

audits.

Issue 2. Certified since 25 February 2024

Organization certified since 11 July 2012 under BE12/223574648 and first certified by SGS under UKAS since 25

February 2024.

Jonathan Hall

Global Head - Certification
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