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BIOPHARMACEUTICS

Product Background:
NDA: 208255 (Resubmission)
Drug Product Name/Strength: Efavirenz, Lamivudine, Tenofovir Disoproxil Fumarate 
[ELT] Fixed Dose Combination [FDC] Tablets (400mg /300mg /300 mg)
Route of Administration: Immediate-Release Oral Tablets
Applicant Name: Mylan Pharmaceuticals, Inc.

Review Summary: 
For the routine QC testing of the Efavirenz/Lamivudine/Tenofovir DF Fixed Dose 
Combination (ELT; 400mg/300mg/300mg) Tablets at batch release and during shelf-life, 
the following dissolution method and revised acceptance criterion, shown in the table 
below, are found acceptable.

USP 
Apparatus Speed Medium Volume Acceptance criterion

2 (paddles) 75 
rpm

Purified Water with 2% SLS
(degassed), 37 ± 0.5°C

1000 mL Q = % at 20 min (for 
efavirenz, lamivudine and 

tenofovir DF)

Bridging data were not needed because the to-be-marketed drug product has the same 
formulation/manufacturer/process/controls as the bio-batch and the other primary 
stability batches.

From the Biopharmaceutics perspective, NDA 208255 for the Efavirenz/Lamivudine/ 
Tenofovir DF (400mg/300mg/300mg) Tablet is recommended for APPROVAL. 

List Submissions being reviewed (table):
SDN-3, 3/31/2016 (Original NDA Submission)
SDN-6, 5/18/2016 (Applicant’s Response to Quality Information Request)
SDN-7, 9/13/2016 (NDA Resubmission)
SDN-9, 11/21/2016 (Applicant’s Response to Quality Information Request)
SDN-11, 12/22/2016/2016 (Applicant’s Response to Quality Information Request)
SDN-13, 1/11/2017 (Applicant’s Response to Quality Information Request)

Highlight Key Outstanding Issues from Last Cycle:

Adequacy of Proposed Dissolution Method and Acceptance Criteria

Concise Description Outstanding Issues Remaining: 
None

(b) 
(4)
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