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Food and Drug Administration 

NDA 19732/S-041 
NDA 20517/S-036 

Abbvie Inc. 
Attention: Gennadiy Koev, Ph.D. 
Manager, Regulatory Affairs 
1 North Waukegan Road 
Dept. PA77, Building AP30 
North Chicago, IL 60064 

Dear Dr. Koev: 

Silver Spring MD 20993 

SUPPLEMENT APPROVAL 

Please refer to your Supplemental New Drug Application (sNDA)s, submitted under section 
505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for Lupron Depot® (leuprolide 
acetate for depot suspension) Injection 7.5 mg, 22.5 mg, 30 mg, and 45 mg. 

NDA/SLR# Type Letter date Receipt date Provides for 
19732/S-041 PAS December 20, 2013 December 20,2013 Update the Lupron Depot 

7.5 mg insert to comply 
with the labeling format 
requirements of the 
Physician's Labeling Rule 
(PLR). 

20517 /S-036 PAS December 20, 2013 December 20, 2013 Combine the Lupron Depot 
7.5 mg insert with the 
Lupron Depot 22.5 mg, 30 
mg, and 45 mg insert into a 
single insert. 

We acknowledge receipt of your amendments. 

NDA/SLR# Letter date of amendment Receipt date of amendment 
19732/S-041 May 23,2014 May 23,2014 
20517 /S-03 6 May23, 2014 May 23,2014 
19732/S-041 April 28, 2014 April28, 2014 
20517 /S-036 April 28, 2014 A]J!'il 28, 2014 
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This is a representation of an electronic record that was signed 
electronically and this page is the manifestation of the electronic 
signature. 

/s/ 

AMNA IBRAHIM 
06/27/2014 
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