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MEMORANDUM
To: EyeMax 2 Technical File #: Part B Section 8
From: Tammy Lavery, RA/QA Director
Date: 4/1/2019
Subject: Packaging Qualification and Shelf Life

The EyeMax2 packaging will not undergo a shipping test such as ASTM D4169. The EyeMax2 is comprised
of fabrics that are not susceptible to breakage due to drop, vibration, or shock. The EyeMax2 Neonatal Eye
protector is contained within a 2 mil. polypropylene fold over pouch, where twenty assemblies will be
enclosed in a chip board box or zip lock bag, qualification will be based on shipment of product to a Maxtec
Sales Representative and then returned for inspection. The results of this shipping test and subsequent
inspection of product can be found in Appendix I.

At this time there is no shelf life per Test Report QD-0445 found in Appendix I.
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