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Quality System Conpliance - BD Fal con™ products are manufactured under the | SO 9001: 2008
Standard, and the current FDA Quality System Regulation in Chapter 1, Title 21, Section
820 of the Code of USA Federal Regul ations.

Products Label ed Non- Pyrogenic - Products | abel ed non-pyrogeni c have been vali dated per
FDA gui delines on LAL (Linmulus Anmebocyte Lysate) testing for nedical devices and Conpany
gui del i nes. The acceptance |evel for product is less than 0.1 EUnl or 5 EU device.

Sterilization - Product |abeled as sterile is irradiated and dosinetrically rel eased upon
U S. Association for the Advancement of Medical |Instrunentation (AAM) reconmmended
practices in effect at the time of validation. Sterilization records are reviewed and
signed of f by qualified personnel for product release. BD Biosciences - Discovery Labware

products | abel ed sterile neet a mninmumrequirement of 10°3 SAL (Sterility Assurance
Level).
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