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Approval

Title

Date

6/22/2017

This certifies that this product was manufactured at Nova Biomedical Corporation, Waltham MA 02454 U. S. A. in 

accordance with 21 CFR-Part 820, Quality System Regulation (QSR), Current Good Manufacturing Practice (cGMP) and 

EN ISO 13485:2012, Medical Devices, Quality Management Systems for in Vitro Diagnostic devices.

CERTIFICATE OF CONFORMANCE

17163003 Date of Manufacture
Part Number 16427

QC Supervisor of Clinical Products


