
      

    
     

 

 

 
     

      
   

  

  

             
              

             
                   
 

            
    

            
       

            
            

             
                  

          
      

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring MD 20993 

NDA 21116/S-016 

SUPPLEMENT APPROVAL 

LLOYD, Inc. 
Attention: Carla Morrow, DVM, PhD, DABVT 
Director of Product Registration and Technical Services 
604 West Thomas Ave. 
Shenandoah, IA 51601 

Dear Dr. Morrow: 

Please refer to your Supplemental New Drug Application (sNDA) dated July 14, 2015, 
received July 16, 2015, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, 
and Cosmetic Act (FDCA) for Thyro-Tabs (levothyroxine sodium tablets), 25 mcg, 50 mcg, 
75 mcg, 88 mcg, 100 mcg, 112 mcg, 125 mcg, 137 mcg, 150 mcg, 175 mcg, 200 mcg, and 
300 mcg. 

This sNDA proposes to demonstrate bioequivalence between Thyro-Tabs and Synthroid in order 
to obtain an AB rating. 

We have determined your Thyro-Tabs (levothyroxine sodium tablets) to be bioequivalent and 
therapeutically equivalent to Synthroid (levothyroxine sodium tablets). 

Our review concludes that the data establish bioequivalence between these products, and this 
Supplement as amended is approved. However, your supplement requested an "AB" rating for 
interchangeability between Thyro-Tabs and Synthroid. That decision will be made by the Office 
of Generic Drugs, and any change in the rating of this product will be listed in the next monthly 
supplement to the “Approved Drug Products with Therapeutic Equivalence Evaluations” list 
(the “Orange Book”) published by the Agency. 

Reference ID: 3930843 
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PROMOTIONAL MATERIALS 

You may request advisory comments on proposed introductory advertising and promotional 
labeling. To do so, submit the following, in triplicate, (1) a cover letter requesting advisory 
comments, (2) the proposed materials in draft or mock-up form with annotated references, and 
(3) the package insert(s) to: 

OPDP Regulatory Project Manager 
Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion (OPDP) 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

Alternatively, you may submit a request for advisory comments electronically in eCTD format. 
For more information about submitting promotional materials in eCTD format, see the draft 
Guidance for Industry (available at: 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/U 
CM443702.pdf ). 

You must submit final promotional materials and package insert(s), accompanied by a Form 
FDA 2253, at the time of initial dissemination or publication [21 CFR 314.81(b)(3)(i)]. Form 
FDA 2253 is available at 
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083570.pdf. 
Information and Instructions for completing the form can be found at 
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM375154.pdf. For 
more information about submission of promotional materials to the Office of Prescription Drug 
Promotion (OPDP), see http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm. 

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, call Linda Galgay, Regulatory Project Manager, at (301) 796-5383. 

Sincerely, 

{See appended electronic signature page} 

Jean-Marc Guettier, M.D. 
Director 
Division of Metabolism and Endocrinology Products 
Office of Drug Evaluation II 
Center for Drug Evaluation and Research 
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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/ 

JEAN-MARC P GUETTIER 
05/19/2016 
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