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Qual ity Managenment System - Conplies with the current version of the |ISO 9001 Standard and
the FDA CFR 21 Part 820, current Good Manufacturing Practices (cGW)

USP Class VI Testing - Al material resin is tested, qualified and shown to be non-toxic
as established in the Standards USP Cl ass VI Chapter<87>, "Biological reactivity Tests, in
Vitro" and Chapter<88>, "Biological Reactivity Tests, in vivo".

HPLC Certified - Tested and certified to ensure there are no extraneous peaks in the W
range during HPLC use.

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 |isted bel ow

Vi sual | nspection - Pass

Packagi ng I nspection - Pass

Housi ng Burst Pressure Test - Pass

Bubbl e Point Test - Pass

Pressure Hol d Test - Pass

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

Dauc P Krem

DAVI D P (DAVE) KIERU
Qual ity Manager
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