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Qual ity Managenent System - Conplies with the current version of the EN | SO 13485
St andar d.

Non- Pyrogeni ¢ - Tested and net the criteria established in the current version of
ANSI / AAM ST 72, "Bacterial Endotoxins - Test methodol ogi es, routine nonitoring, and
alternatives to batch testing" and USP <85>, "Bacterial Endotoxins Test". The acceptance

| evel for product is < 0.02 EUm or < 0.8 EU device.

DNase/ RNase Free - Tested by nucl ease assay nethod and found to be free of detectable
DNase/ RNase contami nation. The assay detection limt is 10°® Kunitz units/ul for DNase
and 10°° Kunitz units/ul for RNase.

Human DNA Free - Tested by PCR nethod and found to be free of detectable hunan DNA
contam nati on. The assay detection limt is hDNA 5pg.

Quality Control Testing - Representative production sanples are collected and i nspected in
accordance with current applicable product specifications. Inspection records are revi ewed
and approved by qualified personnel for product release. Key inspections and inline tests
are |listed bel ow

Vi sual | nspection - Pass

Functi onal Test - Pass

- This product net Corning Incorporated - Life Sciences' high standards of quality at the
time of batch/lot rel ease.

Col,o‘j%uﬂ)
Emly D Roberts
Qual ity Manager
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