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Manufacturers of Sensors, Bioreactors, and Process Control Automation 19 Thomas, Irvine, California 92618
June 2015
Subject: Broadley-James D.O. Membrane Cartridge

Model Numbers KA*, KB*, KC*, MS*, MK*

To Whom It May Concern:

The product contact polymer is Silicone; a backing layer of Teflon is not a wetted material and
does not contact product. The polymers used in the membrane are manufactured in accordance
with applicable portions of FDA CFR 117.1550 and CFR 177.2600. The Silicone formula has
been tested and passed USP Class VI testing at ~70°C.

Broadley-James Corporation is dedicated to quality and maintains a high degree of control over
all aspects of production. The products we ship are individually pressure tested, measured, and
compared to Broadley-James’ internal manufacturing standards, and must meet or exceed those
standards.

Thank you for choosing Broadley-James Corporation.

Best Regards,

Robert Garrahy
Vice President Bioprocess Technologies
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