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US FDA Quality System Regul ation (GW) Conpliance - BD Products are
manuf actured in accordance with the current FDA Quality System
Regul ati on 21 CFR 820.

Quality Control Testing - Representative production sanples are
col l ected and inspected in accordance with current applicabl e product
specifications. |Inspection records are reviewed and signed off by
qgual i fied personnel for product rel ease.

Toxicity - Al materials which are | abeled not-toxic and rel eased for
sal e by BD have passed animal toxicity and/or cytotoxicity in
accordance with |1 SO 10993 Bi oconpatibility Testing Guidelines for
Medi cal Devi ces.

Products Label ed Non-Pyrogenic - Al products which are |abel ed as
non- pyrogeni ¢ and rel eased for sale by BD neet BD pyrogen testing
requi renents.

Sterilization - Al products which are |abeled as sterile and rel eased
for sale by BD are certified to be sterile as long as the package is
unopened and undamaged. For those products |abeled "sterile fluid
path", only the fluid path is sterile. Sterilization cycle

devel opnent/validation is perforned in accordance with current
ANSI / AAM / 1 SO gui del i nes.

Devi ce Listing/ Manufacturing Site Registration/Pre-Market Notification:
Medi cal devices are listed with FDA per 21 CFR 807. Manufacturing sites
are registered with FDA per 21 CFR 807. The devices satisfy FDA
pre-market notification requirenents per 21 CFR 807.
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