
How to Create a Kit Listing

Troy Cu
Technical Information Specialist
Office: CDER/OC/OUDLC/DRLB

www.fda.gov



2www.fda.gov

What to include in kit Listing
• NDC – for overall kit and individual parts
• Establishments – for overall kit manufacture
• Content of Labeling –for overall kit and parts as 

appropriate
• Parts – for all drug and non-drug (e.g., device) 

parts
• Packaging – for overall kit and quantity of each 

part within the kit
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Kit Listing Demo
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Contact Us!

• eDRLS Helpdesk: edrls@fda.hhs.gov

• CDER Direct Helpdesk: CDERdirect@fda.hhs.gov

• Thank you
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