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Information about an ANDA with Paragraph IV certification for a generic version of Eliquis (apixaban)
tablets, 2.5 mg and 5 mg, first appeared on the FDA website as of March 13, 2017. The FDA reports a filing
date of December 28, 2016, which was the first day an ANDA could have been submitted for an apixaban
product. The New Chemical Entity exclusivity for apixaban expired on December 28, 2017. The FDA reports
25 ANDAs for generic versions of Eliquis tablets were filed on the first day possible and may be eligible for
the 180-day generic drug exclusivity. Bristol-Myers Squibb expects to lose exclusivity for Eliquis tablets in

November 2026.
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1: Form 10-K, Bristol-Myers Squibb Company, 2015-02-25

Amneal Pharmaceuticals: 209810 (ANDA) ~

On March 6, 2017, Bristol-Myers Squibb and Pfizer received notification of Impax's ANDA with Paragraph IV
certification for a generic version of Eliquis tablets. On April 10, 2017, Bristol-Myers Squibb and Pfizer filed
a patent infringement suit against Impax in the U.S. District Court for the District of Delaware in response

to Impax's ANDA. The plaintiffs alleged infringement of U.S. Patent 9,326,945. 1 On June 28, 2018, the

parties to the Impax action stipulated to the dismissal of the matter without prejudice. 2 To our
knowledge, no settlement terms have been disclosed.

1: Bristol-Myers Squibb Company et al. v. Impax Laboratories, Inc., U.S. District Court, D. Delaware, Case 1:17-cv-00403, 2017-04-10
2: Bristol-Myers Squibb Company et al. v. Impax Laberatories, Inc., U.S. District Court, D. Delaware, Case 1:17-cv-00403, 2018-06-28

Apotex Inc: 210091 (ANDA) N

On March 13, 2017, Bristol-Myers Squibb and Pfizer received notification of Apotex's ANDA with Paragraph
IV certification for a generic version of Eliquis tablets. On April 10. 2017. Bristol-Mvers Sauibb and Pfizer A
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