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Special 510(k): Sterile Field Packaging Modification to
Saline and Heparin Lock Flush Syringes

DECLARATION OF CONFORMITY WITH DESIGN CONTROLS

Verification Activities:To the best of my knowledge, the verification and validation
activities for the modifications as identified in the Summary of
Design Control Activities section of the Cover Letter were
performed by the designated individual(s) and the results
demonstrated that the predetermined acceptance criteria were
met.

p ~ ~ -r •/ .'/ - 2- 7 - u _ _

Ruben Martinez, Regulatory/Quality Date

Manufacturer: With regard to the Excelsior Sterile Field Saline Flush and
Heparin Lock Flush Syringes, the manufacturer, Excelsior
Medical Corporation, 1923 Heck Avenue, Neptune, NJ 07753, is
in conformance with the design control requirements as
specified in 21 CFR 820.30 and the records are available for
review.

Ruben Martinez, egulatory/uality Date

Excelsior Confidential
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