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Roskilde Site

Emil O'Hanlon Cohrt, PhD
Quality Systems, Support and Monitoring, Team Leader

Product: Nunc Immuno F8 Module, MaxiSorp

Item number: 469949

Lot number:

Date of manufacture:

161352

July 2019

Date of expiry: July 2024

Thermo Fisher Scientific confirms that the product supplied has been inspected and tested in accordance
to relevant specifications

Visual

Test of function

Binding Variation, tested by
adsorption of IgG

According to specification

According to specification

Plate CV% less than 5 %

Complies

Complies

Complies

Quality assurance of the product is performed in accordance with the requirements of the Quality Management
System ISO 9001:2015 "Quality management system - Requirements" and ISO 13485:2016 "Medical devices - Quality
management systems - System requirements for regulatory purposes".


