CDER Bioequivalence Recommendations
Withdrawn Listing 2014

Title Type Route of Dosage Form RLD Date Date
Administration Posted Withdrawn
Levonorgestrel Draft Intrauterine Device, 203159 4/2014 10/20/2014
Intrauterine
13.5 mg.
Levonorgestrel Draft Intrauterine Device, 21225 4/2014 10/20/2014
Intrauterine
52 mg.
Nisoldipine Draft Oral Tablet, 20356 10/2011 9/3/2014
Extended
Release
Phenytoin Draft Oral Capsule, 84349 8/22/2014
sodium Extended
Release
Phenytoin Draft Oral Capsule, 402298 8/22/2014
sodium Extended
Release
Hydrocodone Draft Oral Tablet 20716 12/2009 8/11/2014
Bitartrate,
Ibuprofen
Eltrombopag Draft Oral Tablet 22291 6/2013 4/16/2014




