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Part Number Description Quantity Expiration Date Lot #
P180001PP SOL-M 1ml Luer 400000pcs 2026-10-31 04110062
Lock Syringe w/o

Needle (PP) (low
dead space)

- Result
No
Item Criteria Pass Fail N/A
1 Biological Requirement J
2 Chemical Requirement Per product, all J

parameters meet

3 Physical Requirement product J

] specification and
4 Package Requirement J
requirement

5 Sterility assurance: 107 J

Sol-Millennium Medical, Inc. hereby certifies that the materials, processes and
procedures used to manufacture the product indicated above are in compliance
with the 1ISO13485-2016 and internal product specifications.

The product(s) indicated above were sterilized per ANSI/AAMI/ISO 11135:2014,
Sterilization of health care products, Ethylene oxide: Requirements for development
validation and routine control of a sterilization process for medical devices and in
compliance with FDA 21CFR 820.75 Process Validation. Each sterilization cycle is
accompanied by strategically placed biological indicators that monitor the
sterilization cycle and are tested in accordance with validation parameters
established.
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Name Rio zhou Title QARA Specialist
Signature RLo Zhou Date 2021-12-08

Sol-Millennium Medical Inc.
315 Shawnee North Dr

Suite 100

Suwanee, GA 30024
www.sol-m.com



