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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

NOVARTIS PHARMACEUTICALS
CORPORATION, NOVARTIS AG,
NOVARTIS PHARMA AG, NOVARTIS
INTERNATIONAL PHARMACEUTICAL
LTD. and LTS LOHMANN THERAPIE-
SYSTEME AG

C.A. No.

Plaintiffs,
V.
PAR PHARMACEUTICAL, INC.

Defendant.

COMPLAINT FOR PATENT INFRINGEMENT

Plaintiffs Novartis Pharmaceuticals Corporationyhitis AG, Novartis Pharma
AG, Novartis International Pharmaceutical Ltd. &7&® Lohmann Therapie-Systeme AG
(hereinafter “Plaintiffs”), for their Complaint agest defendant Par Pharmaceutical, Inc. allege
as follows:

NATURE OF ACTION

1. This is an action for patent infringement.
PARTIES
2. Plaintiff Novartis Pharmaceuticals Corporation (‘Glfpis a corporation

organized and existing under the laws of the Sihfzelaware, having a principal place of

business at 59 Route 10, East Hanover, New Je&&360
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3. Plaintiff Novartis AG (“Novartis AG”) is a corporiain organized and
existing under the laws of Switzerland, having #ite and place of business at Lichtstrasse 35,
CH-4056 Basel, Switzerland.

4. Plaintiff Novartis Pharma AG (“Pharma AG”) is a poration organized
and existing under the laws of Switzerland, hawangffice and place of business at Lichtstrasse
35, CH-4056 Basel, Switzerland.

5. Plaintiff Novartis International Pharmaceutical L{ENIP”) is a
corporation organized and existing under the lal\Besmuda, having an office and place of
business at 131 Front Street, Hamilton HM12, Beranud

6. Plaintiff LTS Lohmann Therapie-Systeme AG (“LTS%)a corporation
organized and existing under the laws of Germaayiny an office and place of business at
Lohmannstral3e 2, D-56626 Andernach, Germany.

7. On information and belief, defendant Par Pharmacayinc. (“Par”) is a
corporation organized and existing under the laftbe State of Delaware, having an office and
place of business at One Ram Ridge Road, Sprinigwalew York 10977.

JURISDICTION AND VENUE

8. This action arises under the patent laws of theddrnstates of America.
This Court has jurisdiction over the subject mattethis action under 28 U.S.C. 88 1331,
1338(a), 2201 and 2202.

9. On information and belief, Par is incorporated ieldvare and has
purposely availed itself of the rights and beneadit®elaware law and this Court.

10.  On information and belief, Par is in the businelssianufacturing,

marketing, importing into the United States andirsgipharmaceutical drug products, including
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generic drug products. On information and bekelt directly or through its affiliates and agents
markets and sells drug products throughout theddrfiitates and in this judicial district, and has
purposely availed itself of the rights and benedit®elaware law and this Court.

11. This Court has personal jurisdiction over Par byua of,inter alia, the
above-mentioned facts.

12.  Venue is proper in this Court pursuant to 28 U.8%1391(b) and (c)
and 28 U.S.C. 8§ 1400(b).

CLAIM FOR RELIEF — PATENT INFRINGEMENT

13.  Plaintiff NPC holds an approved new drug applica{ftNDA”) No. 22-
083 for Exelofi Patch (rivastigmine transdermal system or extemelegse film) (4.6 mg/24 hr,
9.5 mg/24 hr and 13.3 mg/24 hr dosage strengthsghwpatch contains the active ingredient
rivastigmine. ExelofiPatch (4.6 mg/24 hr and 9.5 mg/24 hr dosage stiehgias approved by
the United States Food and Drug Administration (82on July 6, 2007, and Exel6rPatch
(13.3 mg/24 hr dosage strength) was approved bfE#eon August 31, 2012. Exel8dPatch
is indicated for the treatment of mild to moderdgéenentia of the Alzheimer’s type and mild to
moderate dementia associated with Parkinson’s stiseBxelofi Patch (4.6 mg/24 hr, 9.5 mg/24
hr and 13.3 mg/24 hr dosage strengths) is soldarunited States by Plaintiff NPC.

14. Rivastigmine is known chemically as (S)-N-ethyl{2-[
dimethylamino)ethyl]-N-methylphenyl-carbamate.

15.  Plaintiffs Novartis AG and LTS are the owners ofited States Letters
Patent No. 6,335,031 (“the ‘031 patent”). The ‘@&tent was duly and legally issued on

January 1, 2002.
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16. The ‘031 patent claims pharmaceutical compositionsr, alia,
comprising: (a) a therapeutically effective amooiS)-N-ethyl-3-[(1-dimethylamino)ethyl]-N-
methylphenyl-carbamate in free base or acid addgadt form; (b) about 0.01 to about 0.5
percent by weight of an antioxidant, based on thgkt of the composition, and (c) a diluent or
carrier, as well as transdermal devices and metbbsisbilizing (S)-N-ethyl-3-[(1-
dimethylamino)ethyl]-N-methylphenyl-carbamate iadrbase or acid addition salt form. A true
copy of the ‘031 patent is attached hereto as HExAib

17.  The ‘031 patent was initially assigned to Novai(s and LTS Lohmann
Therapie-Systeme GmbH & Co. KG, which subsequerttgnged its legal form to become
Plaintiff LTS.

18.  On information and belief, Par submitted to the F@Aabbreviated new
drug application (“ANDA”) under the provisions 01 2J.S.C. 8§ 355(j) seeking approval to
engage in the commercial manufacture, use, and$aleivastigmine transdermal system, 13.3
mg/24 hr dosage strength (“Par’'s ANDA Product”)drvefthe expiration of the ‘031 patent.

19. On information and belief, Par made and includedlSiANDA a
certification under 21 U.S.C. 8 355(j)(2)(A)(viiY) that, in its opinion and to the best of its
knowledge, the ‘031 patent is invalid and/or witt ibe infringed.

20. Byfiling its ANDA under 21 U.S.C. 8 355(j) for thmurpose of obtaining
approval to engage in the commercial manufactuge, or sale of Par's ANDA Product before
the expiration of the ‘031 patent, Par has comuhigte act of infringement under 35 U.S.C. §

271()(2).
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21.  Oninformation and belief, when Par filed its ANDiAwas aware of the
‘031 patent and that the filing of its ANDA withehrequest for its approval prior to the
expiration of the ‘031 patent was an act of infengent of that patent.

22.  Oninformation and belief, the commercial manufeetuse, offer for
sale, sale and/or importation of Par's ANDA Produit infringe one or more claims of the
‘031 patent.

23.  Oninformation and belief, the commercial manufeeiof Par's ANDA
Product will involve direct infringement of the ‘O3%atent. On information and belief, this will
occur at Par’s active behest, and with Par’s infemdwledge and encouragement. On
information and belief, Par will actively induceyadurage and abet this infringement with
knowledge that it is in contravention of the rightsler the ‘031 patent.

24.  Plaintiffs are entitled to the relief provided by 8.S.C. § 271(e)(4),
including an order of this Court that the effectdege of any approval of the aforementioned
ANDA relating to Par’'s ANDA Product be a date tigahot earlier than January 8, 2019, the
expiration date of the ‘031 patent, and an awardamhages for any commercial sale or use of
Par's ANDA Product and any act committed by Pahwéspect to the subject matter claimed in
the ‘031 patent, which act is not within the lingitexclusions of 35 U.S.C. 8§ 271(e)(1).

25.  On information and belief, Par has taken and coesrto take active steps
towards the commercial manufacture, use, offeséde, sale and/or importation of Par's ANDA
Product, including seeking approval of that produader Par's ANDA.

26. There is a substantial and immediate controversydsn Plaintiffs and

Par concerning the ‘031 patent. Plaintiffs aretieatto declaratory judgment under 28 U.S.C.
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