


NDA 202381 for Mylan’s unscored FDC tablet containing Abacavir Sulfate and 
Lamivudine (60 mg/30 mg) intended for pediatric use. 

III. Reviewers findings
Please refer to the labeling review prepared by Monica Zeballos PharmD for a 
description of dosing recommendations and other pertinent edits to the label.  
She recommends this product for tentative approval.

I concur with the CMC review prepared by Dr.Ragiv Agarwal, who recommends 
tentative approval of Abacavir Sulfate and Lamivudine Tablets for Oral 
Suspension. Dr. Agarwal states that the NDA has provided sufficient information 
to assure identity, strength, purity, and quality of the drug product. An 
‘Acceptable’ site recommendation from the Office of Compliance has been 
made. The Product Quality Microbiology review also recommends tentative 
approval.

I concur with the Biopharmaceutics (ONDQA) review prepared by Dr. Minerva 
Hughes. Dr. Hughes recommends tentative approval of Abacavir and 
Lamivudine Scored Tablets for Oral Suspension.  The Applicant conducted two 
bioequivalence studies, fed and fasted, comparing Abacavir Sulfate and
Lamivudine Tablets for Oral Suspension (60 mg/ 30 mg) to the Reference Listed 
Drugs (RLD), ZIAGEN (Abacavir Sulfate) Oral Solution 20 mg/mL (NDA 
#020978) and EPIVIR (Lamivudine) Oral Solution, 10 mg/mL (NDA # 020596). 
Both studies met criteria for bioequivalence. The Office of Scientific 
Investigations found the data for the bioequivalence studies acceptable for 
review.

IV. Recommendations
Mylan’s version of Abacavir and Lamivudine Scored Tablets for Oral Suspension 
(60mg/30 mg) intended for use in pediatric patients should receive tentative 
approval.

Jeffrey S. Murray M.D., M.P.H.
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