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Delisting a product

 Create a new version of the most recent accepted submission
 Change the marketing status from “ACTIVE” to “COMPLETED”

 Enter the marketing end date for the product (FDA
recommends using the expiration date of last lot produced)

e Submit SPL
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This is a TESTING ONLY application. Click here to log into the Production Environment. Any submissions made in the application are not officially submitted to FDA.
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Updating a Previous listing

e (Create a new version of the most recent
accepted submission

Do not change the Set ID!

e A new Root ID and version number will
generate automatically
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* Modify all listing data elements and labeling
information as appropriate

e Submit SPL
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 CDER Direct Helpdesk: CDERdirect@fda.hhs.gov

Contact Us!

* eDRLS Helpdesk: edrls@fda.hhs.gov

 Thank you
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