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Plaintiff Cubist Pharmaceuticals LLC (“Cubist” dPfaintiff’) by its attorneys, for their
complaint against Amneal Pharmaceuticals LLC (“Aalrftharma”), Amneal Pharmaceuticals
of New York, LLC (“Amneal NY”), Amneal Pharmaceugis Pvt. Ltd. (“Amneal Ltd.”), and
Amneal EU, Limited (“Amneal EU") (collectively, “Ameal” or “Defendants”), alleges as
follows:

NATURE OF THE ACTION

1. This is a civil action for infringement of UnitedeBes Patent No.
9,138,456 (the “456 patent”) under the laws of thated States, 35 U.S.C. § 1@ seq., and
for a declaratory judgment of infringement of td&6 patent and U.S. Patent No. 8,835,382
(“the 382 patent”) (the 456 and '382 patents,ledlively, “the Patents-In-Suit”). This action
arises from Amneal NY'’s filing of Abbreviated Newy Application (“ANDA”) No. 212397
("the Amneal ANDA”) with the United States Food aDdug Administration (“FDA”) seeking
approval to commercially market a generic versibRlaintiff's CUBICIN RF® drug product

(“Amneal’s Proposed ANDA Product”).

THE PARTIES

2. Cubist is a limited liability company organized agxisting under the laws
of the State of Delaware, having its principal pla¢ business at Weystrasse 20, 6000 Lucerne
6, Switzerland.

3. Upon information and belief, Amneal Pharma is atkah liability
company organized and existing under the lawsefttate of Delaware, and having a principal
place of business at 400 Crossing Boulevard, THodr, Bridgewater, Somerset County, New

Jersey 08807. Amneal Pharma is in the businesswaing other things, manufacturing and
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marketing generic copies of branded pharmaceyticalucts throughout the United States
including in this Judicial District.

4. Upon information and belief, Amneal NY is a limitéability company
organized and existing under the laws of the Stbelaware. Upon information and belief,
Amneal NY has a principal place of business at 66seblock Road, Brookhaven, New York
11719, and, per Amneal’s letter dated Novembe018xotifying Cubist that Amneal NY had
submitted ANDA No. 212397 (“Amneal’s Notice Lettgra place of business at 400 Crossing
Blvd., Third Floor, Bridgewater, Somerset Countigw Jersey 08807. Upon information and
belief, Amneal NY is a wholly owned subsidiary, agknt of Amneal Pharma. Upon
information and belief, Amneal NY is the U.S. agehAmneal Pharma, Amneal Ltd., and
Amneal EU, Limited. Upon information and belief, Agal NY, in conjunction with Amneal
Pharmaceuticals Company GmbH, originally submittedAmneal ANDA to the FDA. Amneal
NY is in the business of, among other things, mactwiing and marketing generic copies of
branded pharmaceutical products throughout theedr8tates including in this Judicial District.

5. Upon information and belief, Amneal Ltd. is a comp&rganized and
existing under the laws of India. Upon informatermd belief, Amneal Ltd. has a principal place
of business at Plot No. 15, PHARMEZ Special Ecomofiune, Sarkhej-Bavia N.H. No. 8A,
Vil.: Matoda, Tal.: Sanada, Ahmedabad, Gujarat 3322ndia. Upon information and belief,
Amneal Ltd. is a direct or indirect wholly ownedosidiary of Amneal Pharma. Amneal Ltd. is
in the business of, among other things, manufaaugeneric copies of branded pharmaceutical
products that are marketed throughout the UnitateStincluding in this Judicial District.

6. Upon information and belief, Amneal EU, Limited (i#%eal EU”) is a

company organized and existing under the lawseddmd. Upon information and belief Amneal
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EU has a principal place of business at Cahir RGagdhel, Co. Tipperary, Ireland E25 XD5 I.
Upon information and belief, Amneal EU is the cuatrbolder of the Amneal ANDA. Upon
information and belief, Amneal EU is a direct odirect wholly owned subsidiary of Amneal
Pharma. Upon information and belief, Amneal EU basn transferred all rights to Amneal’s
ANDA, and is in the business of, among other thimganufacturing generic copies of branded
pharmaceutical products that are marketed througheuJnited States including in this Judicial

District.

THE PATENTS-IN-SUIT

7. On September 22, 2015, the United States Patentrani@mark Office
("USPTQO”) duly and lawfully issued the '456 patewthich is owned by Cubist, entitled
“Lipopetide Compositions And Related Methods.” Agmf the '456 patent is attached as
Exhibit A.

8. On September 16, 2014, the USPTO duly and lawfsdlyed the '382
patent, which is owned by Cubist, entitled “LipadetCompositions And Related Methods.” A

copy of the 382 patent is attached as Exhibit B.

THE CUBICIN RF ® DRUG PRODUCT

9. Cubist holds approved New Drug Application (“NDAXp. 021572 for
daptomycin for injection, which is prescribed aottisunder the trademark CUBICIN RF
CUBICIN RF®is indicated for the treatment of complicated skl skin structure infections
and Staphylococcus aureus bloodstream infections in adult and pediatric gratss.

10.  The claims of the 456 patent covamter alia, solid pharmaceutical

daptomycin compositions.
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11. The claims of the '382 patent covamter alia, methods of manufacturing
solid pharmaceutical daptomycin compositions.

12.  Pursuant to 21 U.S.C. § 335(b)(1), and attendamr fdgulations, the
'456 patent is listed in the FDA publication “Apmex] Drug Products with Therapeutic

Equivalence Evaluations” (the “Orange Book”), wigspect to CUBICIN RE

SUBJECT MATTER JURISDICTION

13.  This action arises under the patent laws of theéddrntates, 35 U.S.C.
88 100,et seg., and this Court has jurisdiction over the subjecttemaof this action under 28
U.S.C. 88 1331, 1338(a), 2201, and 2202. This Clouttter has subject matter jurisdiction over

Cubist’s request for a declaratory judgment un@Uz.C. 88 2201 and 2202.

PERSONAL JURISDICTION AND VENUE OVER AMNEAL PHARMA

14.  This Court has personal jurisdiction over Amneaifim because Amneal
Pharma has purposefully availed itself of the sgdmid benefits of New Jersey law by engaging
in systematic and continuous contacts with theeStaiNew Jersey. Upon information and belief,
Amneal Pharma regularly and continuously transhigsiness within New Jersey, including by
establishing a principal place of business in Nevgdy and by selling pharmaceutical products
in New Jersey. Upon information and belief, Amniehérma derives substantial revenue from
the sale of those products in New Jersey and rakedvtself of the privilege of conducting
business within New Jersey.

15. This Court also has personal jurisdiction over Aairigharma because,
inter alia, this action arises from actions of Amneal Pharmeaatieéd toward New Jersey. For
example, Amneal Pharma’s counsel sent Amneal’scHdtetter directed to Cubist’s offices in

New Jersey stating that Amneal NY had submitted ANNID. 212397 seeking approval to
5
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commercially manufacture, use, import, offer folesand sell Amneal’'s Proposed ANDA
Product prior to the expiration of the '456 patdhAmneal Pharma succeeds in obtaining FDA
approval, it would sell Amneal’'s Proposed ANDA Puctlin New Jersey and other states,
causing injury to Plaintiff in New Jersey.

16. Upon information and belief, Amneal Pharma hasiooously placed its
products into the stream of commerce for distrdoutind consumption in the State of New
Jersey and throughout the United States, and d@migmgaged in the regular conduct of business
within this Judicial District.

17.  Upon information and belief, Amneal Pharma plans#wket such
products and intends a future course of conduttithfudes acts of patent infringement in New
Jersey. Upon information and belief, Amneal Phasna&ts have led and will lead to foreseeable
harm and injury to Plaintiff in New Jersey. Upoiffoirmation and belief, following approval of
the Amneal ANDA, Amneal Pharma will make, use, imipsell, and/or offer for sale the
Amneal’s Proposed ANDA Product in the United Staiteduding in New Jersey. Upon
information and belief, Amneal Pharma will condaath acts from its regular and established
place of business in Bridgewater, Somerset ColNgyy Jersey.

18.  Upon information and belief, Amneal Pharma has iptesty submitted to
the jurisdiction of this Court and has further poesly availed itself of this Court by asserting
counterclaims in other civil actions initiated mg jurisdiction.

19. Amneal Pharma has previously been sued in thiciddistrict and has
availed itself of courts in New Jersey throughdksertion of claims and counterclaims in suits
brought in New Jersey, includirfgnneal Pharmaceuticals LLC v. Reckitt Benckiser

Pharmaceuticals, Inc. et al., No. 3:15-cv-08864-MAS-DEA (D.N.J.) (filing compie. asserting
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claims);Senju Pharmaceutical Co. et al. v. Amneal PharmaceuticalsLLC et al., No. 3:18-cv-
05571 (D.N.J.) (not contesting personal jurisdictay venue and asserting counterclairB3)G
International Limited et al. v. Actavis Laboratories FL, Inc. et al., No. 2:15-cv-05909-KM-JBC
(D.N.J.) (same)Shire Pharmaceutical Development Inc., et al. v. Amneal Pharmaceuticals LLC,
et al., No. 1:15-cv-02865-RBK-JS (D.N.J.) (samipvo Nordisk Inc. et al. v. Amneal
Pharmaceuticals, LLC, et al., No. 3:13-cv-04915-MAS-DEA (D.N.J.) (saméyitpold
Pharmaceuticals, Inc. v. Amneal Pharmaceuticals, LLC, et al., No. 3:12-cv-05064-JAP-DEA
(D.N.J.) (same), and has consented to the jurisaictf this Court in these cases and others,
including Janssen Products, LP et al v. Amneal PharmaceuticalsLLC et al., No. 2:18-cv-17585
(D.N.J.) (not contesting personal jurisdiction enue);Symed Labs Limited et al. v. Amneal
PharmaceuticalsLLC et al., No. 2:18-cv-13628-CCC-MF (D.N.J.) (same).

20.  Oninformation and belief, Amneal Pharma, Amneal, Myhneal Ltd.,
and Amneal EU operate and act in concert as agraied, unitary business. On information and
belief, Amneal Pharma, acting in concert with Amr¢¥, Amneal Ltd., and Amneal EU has
made and will continue to make substantial and megén preparations in this Judicial District
towards infringement, including the preparation anddmission of the Amneal ANDA seeking
FDA approval to market Amneal’'s Proposed ANDA Praidtiroughout the United States,
including in this Judicial District, before expii@b of the '456 patent. On information and belief,
among other actions, Amneal Pharma signed AmnBlalt&e Letter stating that Amneal NY
had submitted the Amneal ANDA to the FDA seekingrapal to market Amneal’s Proposed
ANDA Product before the expiration of the '456 pdte

21.  Venue is proper for Amneal Pharma under 28 U.S§C1301(c) and

1400(b) because Amneal Pharma has a regular aaolissed place of business in Bridgewater,
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Somerset Country, New Jersey, and has or will caraots of infringement in New Jersey, as

set forth in paragraphs 17 and 42-63.

PERSONAL JURISDICTION AND VENUE OVER AMNEAL NY

22.  This Court has personal jurisdiction over Amneal betause Amneal NY
has purposefully availed itself of the rights amehéfits of New Jersey law by engaging in
systematic and continuous contacts with the Staiew Jersey. Upon information and belief,
Amneal NY regularly and continuously transacts bess within New Jersey, including by
selling pharmaceutical products in New Jersey. Uptmrmation and belief, Amneal NY
derives substantial revenue from the sale of tposducts in New Jersey and has availed itself
of the privilege of conducting business within Néersey.

23. Upon information and belief, Amneal NY has contiosly placed its
products into the stream of commerce for distrdoutnd consumption in the State of New
Jersey and throughout the United States, and dmigmgaged in the regular conduct of business
within this Judicial District.

24. The Amneal ANDA identifies Amneal NY as an entibat would market
Amneal's Proposed ANDA Product in the United Stat§son information and belief, Amneal
NY agreed to market such product and intends adutourse of conduct that includes acts of
patent infringement in New Jersey. Upon informatod belief, Amneal NY’s acts have led to
and will lead to foreseeable harm and injury tarRitk in New Jersey. Upon information and
belief, following approval of the Amneal ANDA, AmaeNY will make, use, import, sell,
and/or offer for sale the Amneal’s Proposed ANDAdRIct in the United States, including in

New Jersey. Upon information and belief, Amneal N previously submitted to the
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jurisdiction of this Court and has further prevityusvailed itself of this Court by asserting
counterclaims in other civil actions initiated mg jurisdiction.

25.  Oninformation and belief, Amneal NY acts as theragpf Amneal
Pharma, Amneal Ltd., and Amneal EU with respe¢héoAmneal ANDA. On information and
belief, one reflection of that is that Amneal’s MetLetter, which was signed by Amneal
Pharma, identifies Amneal NY as the party that sttlechthe ANDA. On information and belief,
Amneal NY submitted regulatory filings for geneplcarmaceutical products to the FDA on
behalf of Amneal Pharma, and Amneal Ltd., including ANDA seeking FDA approval to
market Amneal’'s Proposed ANDA Product before exmraof the '456 patent.

26. Amneal NY has previously been sued in this Judidiatrict and has
availed itself of courts in New Jersey throughabksertion of counterclaims in suits brought in
New Jersey, includinBTG International Limited et al. v. Actavis Laboratories FL, Inc. et al.,
No. 2:15-cv-05909-KM-JBC (D.N.J.) (not contestirgrgonal jurisdiction or venue and asserting
counterclaims)Shire Pharmaceutical Development Inc., et al. v. Amneal Pharmaceuticals LLC,
et al., No. 1:15-cv-02865-RBK-JS (D.N.J.) (samipvo Nordisk Inc. et al. v. Amneal
Pharmaceuticals, LLC, et al., No. 3:13-cv-04915-MAS-DEA (D.N.J.) (samé&)itpold
Pharmaceuticals, Inc. v. Amneal Pharmaceuticals, LLC, et al., No. 3:12-cv-05064-JAP-DEA
(D.N.J.) (same), and has consented to the jurisaictf this Court in these cases and others,
including Janssen Products, LP et al. v. Amneal Pharmaceuticals LLC et al., No. 2:18-cv-17585
(D.N.J.) (not contesting personal jurisdiction enue)

27.  Venue is proper for Amneal NY under 28 U.S.C. §§1(8) and 1400(b)

because Amneal NY has a regular and established plabusiness in Bridgewater, Somerset
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Country, New Jersey, and has or will commit actsfsingement in New Jersey, as set forth in

paragraphs 24 and 42-63.

PERSONAL JURISDICTION AND VENUE OVER AMNEAL LTD.

28.  This Court has personal jurisdiction over Amneal.ldecauseanter alia,
Amneal Ltd. has committed an act of patent infrimgat under 35 U.S.C. § 271(e)(2) and
intends a future course of conduct that includés atcpatent infringement in New Jersey. These
acts have led and will lead to foreseeable harmigndy to Plaintiff in New Jersey. For
example, on information and belief, following appabof Amneal’'s Proposed ANDA Product,
Amneal Ltd. will make, use, import, sell, and/ofesffor sale Amneal’'s Proposed ANDA
Product in the United States, including in New &grs

29. This Court also has personal jurisdiction over Aaingd. becauseanter
alia, this action arises from actions of Amneal Ltd. diesl toward New Jersey. ANDA No.
212397 seeks approval to commercially manufacuse, import, offer for sale, and sell
Amneal’s Proposed ANDA Product, which upon inforimatand belief will be manufactured by
Amneal Ltd., prior to the expiration of the '456tpat. The sale of Amneal's Proposed ANDA
Product in New Jersey and other states would cajgy to Plaintiff in New Jersey.

30. The Court also has personal jurisdiction over Anhhé&é because
Amneal Ltd. has purposefully availed itself of tights and benefits of New Jersey law by
engaging in systematic and continuous contactstiélState of New Jersey. On information
and belief, Amneal Ltd. regularly and continuousgnsacts business within New Jersey,
including by selling pharmaceutical products in N&wsey. On information and belief, Amneal
Ltd. derives substantial revenue from the saldo$¢ products in New Jersey and has availed

itself of the privilege of conducting business withew Jersey.

10
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31. Oninformation and belief, Amneal Ltd. has continsly placed its
products into the stream of commerce for distrdoutnd consumption in the State of New
Jersey and throughout the United States, and d@migmgaged in the regular conduct of business
within this Judicial District.

32.  Oninformation and belief, Amneal Ltd. derives dabsial revenue from
selling generic pharmaceutical products througtioeitUnited States, including in this Judicial
District.

33.  Oninformation and belief, Amneal Ltd. has previgusvoked,
stipulated, and/or consented to personal jurisahicin this Judicial District in numerous prior
patent cases. Amneal Ltd. has previously been isuinis Judicial District and has availed itself
of courts in New Jersey through the assertionaiftd and counterclaims in suits brought in
New Jersey, includingorest Laboratories, LLC et al. v. Amneal PharmaceuticalsLLC et al.,
No.2:17-cv-11680 (D.N.J.) (not contesting persondsfiction or venue and asserting
counterclaims), and has consented to the jurisdhiaif this Court in these cases and others,
including Janssen Products, LP et al v. Amneal PharmaceuticalsLLC et al., No. 2:18-cv-17585
(D.N.J.) (not contesting personal jurisdiction enue).

34. Venue is proper for Amneal Ltd. under 28 U.S.C1881(c)-(d) and
1400(b). Amneal Ltd. is a foreign company and veisygoper in any judicial district having

personal jurisdiction, including this Judicial Dist.

PERSONAL JURISDICTION AND VENUE OVER AMNEAL EU

35.  This Court has personal jurisdiction over Amneal li8dauseinter alia,
Amneal EU has committed an act of patent infringetnumder 35 U.S.C. 8§ 271(e)(2) by virtue

of becoming the holder of all ownership rightsie Amneal ANDA, and intends a future course

11
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of conduct that includes acts of patent infringetmeiNew Jersey. These acts have led and will
lead to foreseeable harm and injury to PlaintifNiew Jersey. For example, on information and
belief, following approval of Amneal’'s Proposed ANPProduct, Amneal EU will make, use,
import, sell, and/or offer for sale Amneal’'s PropdANDA Product in the United States,
including in New Jersey.

36. This Court also has personal jurisdiction over AairiieJ becausenter
alia, this action arises from actions of Amneal EU dieglctoward New Jersey. Upon
information and belief, Amneal EU’s acts have ledhd will lead to foreseeable harm and
injury to Plaintiff in New Jersey. Amneal EU is thelder of ANDA No. 212397 and seeks
approval to commercially manufacture, use, impoffer for sale, and sell Amneal’s Proposed
ANDA Product prior to the expiration of the '456tpat. If Amneal EU succeeds in obtaining
FDA approval, it will make, use, import, sell, andbffer for sale the Amneal’s Proposed
ANDA Product in the United States, including in N@ersey, causing injury to Plaintiff in New
Jersey. In addition, Amneal EU became the hold&MNDA No. 212397 after this lawsuit was
filed and, upon information and belief, Amneal Ekklv of the existence of this lawsuit and its
pendency in New Jersey prior to becoming the hodddDA No. 212397.

37. The Court also has personal jurisdiction over Anhitabecause Amneal
EU has purposefully availed itself of the rightsl doenefits of New Jersey law by engaging in
systematic and continuous contacts with the Staiew Jersey. On information and belief,
Amneal EU regularly and continuously transacts hess within New Jersey, including by
selling pharmaceutical products in New Jersey.r@ormation and belief, Amneal EU derives
substantial revenue from the sale of those prodadtew Jersey and has availed itself of the

privilege of conducting business within New Jersey.

12
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38.  On information and belief, Amneal EU has continupdaced its
products into the stream of commerce for distrdoutnd consumption in the State of New
Jersey and throughout the United States, and d@migmgaged in the regular conduct of business
within this Judicial District.

39.  Oninformation and belief, Amneal EU derives subgshrevenue from
selling generic pharmaceutical products througtioeitUnited States, including in this Judicial
District.

40. Venue is proper for Amneal EU under 28 U.S.C. §8118)-(d) and
1400(b). Amneal EU is a foreign company and vesygaper in any judicial district having

personal jurisdiction, including this Judicial Dist.

AMNEAL'’S INFRINGING ANDA SUBMISSION

41.  On or about November 1, 2018, Cubist received fRanmeal Pharma’s
counsel Amneal’s Notice Letter, stating that Amné®l had submitted the Amneal ANDA to
the FDA seeking approval to market Amneal’'s ProdoSeDA Product before the expiration of
the '456 patent. Amneal’'s Proposed ANDA Produdttiended to be a generic version of
CUBICIN RF®,

42.  Amneal’s Notice Letter notified Plaintiff that tenneal ANDA includes
a certification pursuant to 8 505(j)(2)(B)(i)-(iwf the Federal Food, Drug and Cosmetic Act
(“Amneal’s Paragraph IV Certification”), and thatAmneal’'s opinion, the '456 patent is
“unenforceable, invalid, and/or not infringed, etthiterally or under the doctrine of equivalents,
by the manufacture, use, sale, offer for sale,@ndiportation of the drug product for which

ANDA No. 212397 has been submitted by AMNEAL.”

13
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43. Amneal’'s Paragraph IV Certification alleges thateal’'s Proposed
ANDA Product does not infringe certain claims of tA56 patent. Notwithstanding these
allegations, on information and belief, discoveng/@r testing will show that Amneal’s
Proposed ANDA Product infringes the 456 patent.

44.  On information and belief, Amneal’'s Proposed AND@w&uct will be
manufactured outside the United States. On infaomatnd belief, upon FDA approval,
Amneal’s Proposed ANDA Product will be importedoithe United States by Amneal Pharma,
Amneal NY, and/or Amneal Ltd. On information andiéie discovery and/or testing will show
that Amneal's Proposed ANDA Product and/or the meéthy which it is manufactured infringes
at least claims 1-3, 5-15, and 17-18 of the '382ma

45.  Upon information and belief, the Amneal ANDA se&{3A approval to
market Amneal’s Proposed ANDA Product before thairexion of the '382 patent.

46.  Upon information and belief, Amneal intends to nerkmneal’s

Proposed ANDA Product in the United States.

COUNT I: INFRINGEMENT OF U.S. PATENT NO. 9,138,456BY DEFENDANTS

47.  Plaintiff repeats and realleges paragraphs 1-4@eahs if fully set forth
herein.

48. By filing the Amneal ANDA for the purpose of obtaig approval to
engage in the commercial manufacture, use, sdés, fof sale, or importation into the United
States of Amneal’s Proposed ANDA Product beforeetkparation of the '456 patent, Amneal
committed an act of infringement under 35 U.S.Q7&(e)(2).

49.  Upon information and belief, discovery and/or tggtwill show that if

Amneal commercially makes, uses, offers to sel§adis Amneal’'s Proposed ANDA Product

14
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within the United States, including in New Jersayimports Amneal’'s Proposed ANDA
Product into the United States, including in Newsdg, or induces or contributes to any such
conduct during the term of the '456 patent, it vbfuirther infringe at least claims 1-2, 7-11 and
15 of the '456 patent under 35 U.S.C. § 271(a),gbyl/or (c). In addition, Amneal’'s Paragraph
IV Certification does not dispute that it infringasleast one claim of the '456 patent.

50. Amneal has had knowledge of the '456 patent sihdeast the date it
submitted the Amneal ANDA.

51.  Plaintiff will be irreparably harmed if Amneal i®henjoined from

infringing the '456 patent. Plaintiff does not haave adequate remedy at law.

COUNT II: DECLARATORY JUDGMENT OF INFRINGEMENT OF U.S. PATENT
NO. 9,138,456 BY DEFENDANTS

52.  Plaintiff repeats and realleges paragraphs 1-5%eabs if fully set forth
herein.

53.  Oninformation and belief, Amneal has made and euilitinue to make
substantial and meaningful preparations to manufactise, offer to sell, or sell its Proposed
ANDA Products prior to the expiration of the '456tpnt. An actual and substantial controversy
has arisen and now exists between the parties sungevhether Amneal’s planned
manufacture, use, offer to sell, or sale of AmreRfoposed ANDA Product within the United
States, including in New Jersey, or importatioofneal’'s Proposed ANDA Product into the
United States, including in New Jersey, or inducetnee contribution to any such conduct
during the term of the 456 patent, infringes a@ayjid/claim of the '456 patent, either directly or

indirectly, literally, under the doctrine of equigats, or otherwise.

15
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54. Plaintiff seeks a declaratory judgment that Amreailanufacture, use,
offer to sell, or sale of Amneal’s Proposed ANDA&uct within the United States or
importation of Amneal’s Proposed ANDA Product inbe United States will infringe any valid
claim of the '456 patent under 35 U.S.C. 8§ 271(a),and/or (c). In addition, Amneal’s
Paragraph IV Certification does not dispute thatfiinges at least one claim of the '456 patent.

COUNT IIl: DECLARATORY JUDGMENT OF INFRINGEMENT OF U.S. PATENT
NO. 8,835,382 BY DEFENDANTS

55.  Plaintiff repeats and realleges paragraphs 1-5¢eabs if fully set forth
herein.

56. On information and belief, Amneal has made and euilitinue to make
substantial and meaningful preparations to impad the United States and/or offer to sell, sell,
and/or use within the United States a product wiiaghade by the methods patented by the '382
patent prior to its expiration. An actual and sahstl controversy has arisen and now exists
between the parties concerning whether Amneal'snaéd use, offer to sell, or sale of Amneal’'s
Proposed ANDA Product within the United Statesludmg in New Jersey, or importation of
Amneal’s Proposed ANDA Product into the United &saincluding in New Jersey, or
inducement or contribution to any such conductrduthe term of the '382 patent, infringes any
valid claim of the '382 patent, either directlyiadirectly, literally, under the doctrine of
equivalents, or otherwise.

57.  On information and belief, Amneal has made and euilitinue to make
substantial and meaningful preparations to impad ithe United States and/or offer to sell, sell,
and/or use within the United States a product wiiaghade by the methods patented by the '382
patent prior to its expiration, including by devalog a method that infringes claims of the 382

patent, actually using that method to prepare lestci Amneal's Proposed ANDA Product,
16
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filing the Amneal ANDA, and systematically attermgito meet the applicable regulatory
requirements for approval of the Amneal ANDA in ertlo secure FDA approval to
commercially market product made by its infringmgthod in the United States, as well as by
engaging in litigation to manufacture, offer tolsse¢ll, use, and/or import Amneal’'s Proposed
ANDA Product prior to the expiration of the '382tpat, including the assertion of
counterclaims.

58. Amneal’s actions, including, but not limited to ééping a method that
infringes claims of the 382 patent, actually usihgt method to prepare batches of Amneal’s
Proposed ANDA Product, filing the Amneal ANDA, asygktematically attempting to meet the
applicable regulatory requirements for approvahef Amneal ANDA in order to secure FDA
approval to commercially market product made byniisnging method in the United States, as
well as engaging in litigation to manufacture, otfe sell, sell, use, and/or import Amneal’s
Proposed ANDA Product prior to the expiration of tB82 patent, including the assertion of
counterclaims, indicate a refusal to change itgsmof action.

59.  Any importation into the United States and/or wdéer for sale, and/or
sale in the United States of Amneal’'s Proposed ANBAduct will constitute infringement of,
and/or induce or contribute to infringement ofleatst claims 1-3, 5-15, and 17-18 of the '382
patent.

60. Plaintiff seeks a declaratory judgment that Amreatanufacture of
Amneal’s Proposed ANDA Product in India, and sulbeed importation of Amneal’'s Proposed
ANDA Product into the United States and/or usegrofid sell, and/or sale within the United

States will infringe a valid claim of the '382 patainder 35 U.S.C. § 271(a), (b), (c) and/or (Q).

17



Case 3:19-cv-15439-BRM-ZNQ Document 43 Filed 04/06/20 Page 18 of 20 PagelD: 548

61. Amneal has had knowledge of the '382 patent sihé=aat November 1,
2018, the date of Amneal’s Notice Letter.
62.  Plaintiff will be irreparably harmed if Amneal i®henjoined from

infringing the '382 patent. Plaintiff does not haave adequate remedy at law.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff respectfully requests theduling relief:

A. A Judgment that Amneal has infringed one or moaed of the '456
patent by filing ANDA No. 212397,

B. A Judgment that Amneal has infringed, and that Astisenaking, using,
selling, offering to sell, or importing Amneal’'sdfrosed ANDA Product would constitute
infringement of one or more claims of the '456 pa&t@nd/or induces or contributes to the
infringement of, one or more claims of the '456qumtpursuant to 35 U.S.C. § 271(a), (b) and/or
(©);

C. A Declaration that Amneal has infringed, and thair®al’'s making,
using, selling, offering to sell, or importing Amalss Proposed ANDA Product infringes of one
or more claims of the '456 patent, and/or induaesamtributes to the infringement of, one or
more claims of the '456 patent pursuant to 35 U.§.€71(a), (b) and/or (c);

D. A Declaration that Amneal’s making, using, sellioffering to sell, or
importing Amneal’'s Proposed ANDA Product infringgfsone or more claims of the '382 patent,
and/or induces or contributes to the infringemdnbne or more claims of the '382 patent
pursuant to 35 U.S.C. § 271(a), (b), (c) and/or ()

E. A permanent injunction restraining and enjoining aal, and its officers,

agents, attorneys, and employees, and those actpigyity or concert with them, from

18
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engaging in the commercial manufacture, use, ddfesale, or sale within the United States, or

importation into the United States, of Amneal’s fwsed ANDA Product until after the

expiration of the Patents-In-Suit, or any lateriesgon of exclusivity to which Plaintiff is or

becomes entitled;

F. An Order that the effective date of any approvaABiDA No. 212397

relating to Amneal’'s Proposed ANDA Product be aedhat is not earlier than the expiration

date of the Patents-In-Suit plus any other regnfataclusivity to which Plaintiff is or becomes

entitled.

G. Such other and further relief as the Court may dpestnrand proper.

Dated: April 6, 2020

OF COUNSEL:

Raymond N. Nimrod

Matthew A. Traupman

Allyson E. Parks

QUINN EMANUEL URQUHART& SULLIVAN, LLP
51 Madison Avenue

New York, NY 10010

Amanda K. Antons

QUINN EMANUEL URQUHART & SULLIVAN, LLP
191 N. Wacker Drive, Suite 2700

Chicago, IL 60606
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By: s/ John E. Flaherty
John E. Flaherty
Cynthia S. Betz
McCarter & English, LLP
Four Gateway Center
100 Mulberry St.
Newark, NJ 07102
Telephone: (973) 622-4444
jflaherty@mccarter.com
cbetz@mccarter.com

Attorneys for Plaintiff
Cubist Pharmaceuticals LLC
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CERTIFICATION PURSUANT TO L. CIV. R. 201.1(d)

Pursuant to Local Civil Rule 201.1, | hereby degrtine above-captioned matter is not
subject to compulsory arbitration in thatter alia, the Plaintiff seeks non-monetary injunctive

relief and the amount in controversy exceeds tl®FDO0 threshold exclusive of interest and

costs and any claim for punitive damages.

Dated: April 6, 2020 By: s/ John E. Flaherty
John E. Flaherty

Cynthia S. Betz

McCarter & English, LLP
Four Gateway Center

100 Mulberry St.

Newark, NJ 07102
Telephone: (973) 622-4444
jflaherty@mccarter.com
cbetz@mccarter.com

Attorneys for Plaintiff
Cubist Pharmaceuticals LLC

20



