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SUPPLEMENT APPROVAL
 

Mylan Specialty, LP 
Attention: Courtney Canale  
Head of US Labeling, Regulatory Affairs 
P.O. Box 4310 
Morgantown, WV 26504 
 
 
Dear Ms. Canale: 
 
Please refer to your Supplemental New Drug Application (sNDA) dated and received February 
15, 2018, and your amendments, submitted under section 505(b) of the Federal Food, Drug, and 
Cosmetic Act (FDCA) for Edluar (zolpidem tartrate) 5 mg and 10 mg sublingual tablets. 
 
This Prior Approval supplemental new drug application provides for revisions to the US 
Prescribing Information (USPI) as required according to Content and Format of Labeling for 
Human Prescription Drug and Biological Products; Requirements for Pregnancy and Lactation 
Labeling, referred to as the “Pregnancy and Lactation Labeling Rule” (PLLR, or final rule). 
 
APPROVAL & LABELING 
 
We have completed our review of this supplemental application, as amended.  It is approved, 
effective on the date of this letter, for use as recommended in the enclosed, agreed-upon labeling 
text. 
 
We note that your October 23, 2018, submission includes final printed labeling (FPL) for your 
Prescribing Information and Medication Guide.  We have not reviewed this FPL.  You are 
responsible for assuring that the wording in this FPL is identical to that of the approved content 
of labeling in the structured product labeling (SPL) format. 
 
REQUIRED PEDIATRIC ASSESSMENTS  
 
Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new 
active ingredients (which includes new salts and new fixed combinations), new indications, new 
dosage forms, new dosing regimens, or new routes of administration are required to contain an 
assessment of the safety and effectiveness of the product for the claimed indication in pediatric 
patients unless this requirement is waived, deferred, or inapplicable. 
 
Because none of these criteria apply to your application, you are exempt from this requirement.  
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REPORTING REQUIREMENTS 
 
We remind you that you must comply with reporting requirements for an approved NDA 
(21 CFR 314.80 and 314.81). 
 
If you have any questions, contact LT Brendan Muoio, Senior Regulatory Project Manager, at 
(240) 402-4518 or brendan.muoio@fda.hhs.gov. 
 

Sincerely, 
 

{See appended electronic signature page} 
 

Mitchell V. Mathis, MD 
Director 
Division of Psychiatry Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 

 
ENCLOSURE: 

Content of Labeling 
Prescribing Information 
Medication Guide 
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