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Item 8.01. Other Events.

On January 18, 2013, Jazz Pharmaceuticals, Inc. (the “Company”), a subsidiary of Jazz Pharmaceuticals plc (the “Registrant”), filed a lawsuit in the
United States District Court for the District of New Jersey against Amneal Pharmaceuticals, LLC (“Amneal”) for infringement of seven patents for Xyrem®
(sodium oxybate) oral solution, U.S. Patent Nos. 6,472,431; 6,780,889; 7,262,219; 7,851,506; 7,895,059; 8,263,650; and 8,324,275, six of which are currently
listed in the Approved Drug Products with Therapeutic Equivalence Evaluations (the “Orange Book™). The lawsuit concerns an Abbreviated New Drug
Application (“ANDA”) filed by Amneal with the U.S. Food and Drug Administration (“FDA”) seeking FDA approval to market a generic version of Xyrem®
(sodium oxybate) oral solution 500 mg/ml prior to the expiration of the identified patents. In accordance with the Hatch-Waxman Act, as a result of having
filed a timely lawsuit against Amneal, a stay of approval will be imposed by the FDA on Amneal’s ANDA for 30 months after the date of the Company’s
receipt of Amneal’s Paragraph IV certification notice on December 10, 2012 or until a district court decision with respect to the validity or infringement of the
Company’s patents that is adverse to the Company, whichever is earlier.

Previous Paragraph IV certification notices for Xyrem have been received from Roxane Laboratories, Inc. (“Roxane”), as described in more detail in
the “Legal Proceedings” section of the Registrant’s Quarterly Report on Form 10-Q for the quarter ended September 30, 2012 filed with the Securities and
Exchange Commission on November 9, 2012 (the “September 2012 Quarterly Report”).

For a discussion of risks related to the ANDA filing that is the subject of this Current Report on Form 8-K and the ANDA filed by Roxane, see the
“Risk Factors” section of the September 2012 Quarterly Report, including the risk factors under the headings “Risks Relating to Xyrem and the Significant
Impact of Xyrem Sales” and “Risks Related to Our Intellectual Property.”
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