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Current Good Manufacturing Practices Customer Notice

March 11, 2025

To Whom It May Concern,

Aquabiliti would like to inform you that the products manufactured in the Nashville
facility are cGMP compliant.

Aquabiliti defines a cGMP Product as a product whose responsible manufacturing site
has a quality system that conforms with the current ISO 13485 standard and Quality
System Regulation (QSR) per 21 CFR 820, also known as current Good Manufacturing
Practices

(cGMP).

Aquabiliti Nashville is FDA registered under FDA registration number: 1057300
Aquabiliti Nashville holds ISO Certificate Number FM 671801 and operates a Quality
Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design, Manufacture, and Distribution of Sterile Saline Flush Syringes.

If you have any questions or concerns, please contact us at
customercare@aquabiliti.com

Thank you for your business with Aquabiliti.
0t

Craig Collins
Quiality and Sterility Assurance Manager
Aquabiliti
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