1
GENANED

In accordance with the U.S. Department of Health and Human Services
Food and Drug Administration’s

Guidance for Industry and Food and Drug Administration Staff

Recommendations for Labeling Medical Products to Inform Users that
the Product or Product Container is not made with Natural Rubber
Latex

Issued on: December 2, 2014

Kirwan Surgical Products LLC certifies that the products we manufacture,
as well as, their packaging are:

Not made with natural rubber latex.

Should you need additional information, please do not hesitate to contact us toll free at
1-888-547-9267, and/or consult the following FDA hyperlink, final guidance , Thank
you.



http://links.govdelivery.com/track?type=click&enid=ZWFzPTEmbWFpbGluZ2lkPTIwMTQxMjAxLjM4ODM4NjAxJm1lc3NhZ2VpZD1NREItUFJELUJVTC0yMDE0MTIwMS4zODgzODYwMSZkYXRhYmFzZWlkPTEwMDEmc2VyaWFsPTE3MDA4MjEzJmVtYWlsaWQ9a3ByYXJpb0Brc3AuY29tJnVzZXJpZD1rcHJhcmlvQGtzcC5jb20mZmw9JmV4dHJhPU11bHRpdmFyaWF0ZUlkPSYmJg==&&&100&&&http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM342872.pdf?source=govdelivery&utm_medium=email&utm_source=govdelivery

