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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

NOVARTIS PHARMACEUTICALS
CORPORATION,

Plaintiff,
V.

ALEMBIC PHARMACEUTICALS
LIMITED, ALEMBIC GLOBAL
HOLDING SA, ALEMBIC
PHARMACEUTICALS, INC.,
MACLEODS PHARMACEUTICALS
LTD., MACLEODS PHARMA USA,
INC., NATCO PHARMA LIMITED,
NATCO PHARMA, INC.,

C.A. No.

Defendants.

N N N N N N N N N N N N N N N N N N N

COMPLAINT

Novartis Pharmaceuticals Corporation (“Novarti$y,its attorneys, hereby alleges as
follows:

NATURE OF THE ACTION

1. This is a patent infringement action arising untiée 35 of the United States
Code and concerning Abbreviated New Drug Applicagig’ANDAS”) submitted to the United
States Food and Drug Administration (“FDA”) by thieove-named defendants seeking FDA
approval to engage in the commercial manufactge, sale, offer for sale, and/or importation of
sacubitril/valsartan tablets, generic versions ofaitis’'s ENTREST® tablets, 24 mg/26 mg,
49 mg/51 mg, and 97 mg/103 mg, prior to the exjpinadf U.S. Patents Nos. 8,101,659 (the
“659 patent”), 8,796,331 (the “331 patent”), 88938 (the “938 patent”), and/or 9,388,134

(the “134 patent”).
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PARTIES
A. Novartis
2. Novartis Pharmaceuticals Corporation is a corponatirganized and existing

under the laws of the State of Delaware, havingracipal place of business in East Hanover,

New Jersey.
B. Defendants
a. Alembic Pharmaceuticals Limited; Alembic Global Holding SA;

Alembic Pharmaceuticals, Inc.
(ANDA No. 213682)

3. On information and belief, Alembic Pharmaceutidaisited is a corporation
organized and existing under the laws of India,jri@a principal place of business at Alembic
Road, Vadodara, Gujarat, India 390003.

4, On information and belief, Alembic Global Holdind\$ a corporation
organized and existing under the laws of Switzekldaving a principal place of business at Rue
Fritz-Courvoisier 40, 2300 La Chaux-de-Fonds, Seviend. On information and belief,
Alembic Global Holding SA is a wholly owned subsidi of Alembic Pharmaceuticals Limited.

5. On information and belief, Alembic Pharmaceuticéls, is a corporation
organized and existing under the laws of the Sthzelaware, having a registered agent for the
service of process at National Registered Agents, 160 Greentree Drive, Suite 101, Dover,
Delaware 19904, and having a principal place oirass at 750 Route 202, Bridgewater, New
Jersey 08807. On information and belief, AlembafPaceuticals, Inc. is a wholly owned

subsidiary of Alembic Global Holding SA.
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6. On information and belief, Alembic Pharmaceutidaisited develops,
manufactures, distributes, sells, and/or importg giroducts for the entire United States market
and does business in every state including Delavegtireer directly or indirectly.

7. On information and belief, Alembic Global Holdind Slevelops, manufactures,
distributes, sells, and/or imports drug productstie entire United States market and does
business in every state including Delaware, eitlrexctly or indirectly.

8. On information and belief, Alembic Pharmaceutichis,, manufactures,
distributes, sells, and/or imports drug productsitie entire United States market and does
business in every state including Delaware, eitlrexctly or indirectly.

9. By a letter dated September 11, 2019 (“Alembic tiotietter”), Alembic
Pharmaceuticals Limited notified Novartis thatAlgmbic Pharmaceuticals Limited had
submitted to the FDA ANDA No. 213682 for sacubftrisartan tablets, 24 mg/26 mg, 49
mg/51 mg, and 97 mg/103 mg (“Alembic ANDA Produgiseeking FDA approval to engage in
the commercial manufacture, use, sale, offer ft&, sand/or importation of the Alembic ANDA
Products in or into the United States, includindaare, prior to the expiration of the 938 and
134 patents, and that (i) ANDA No. 213682 inclsdecertification pursuant to 21 U.S.C.

8 355())(2)(A)(vii)(IV) against the’938 and '134 femts.

10.  Alembic Pharmaceuticals Limited has committed arodafringement in this
judicial district by filing ANDA No. 213682 with #intent to make, use, sell, offer for sale,
and/or import the Alembic ANDA Products in or irttas judicial district, prior to the expiration
of the '938 and '134 patents, an act of infringettéat has led and will lead to foreseeable harm

and injury to Novartis, a Delaware corporation.
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11. Oninformation and belief, Alembic Global Holdind &cted in concert with and
under the direction of Alembic Pharmaceuticals t&uj and acted in concert with and directed
Alembic Pharmaceuticals, Inc., in the preparatioth submission of ANDA No. 213682, and, if
the ANDA is approved, will act in concert with andder the direction of Alembic
Pharmaceuticals Limited, and will act in concerttvand direct Alembic Pharmaceuticals, Inc.,
to engage in the commercial manufacture, use, gtiée,for sale, and/or importation of the
Alembic ANDA Products in or into the United States;luding Delaware, prior to the expiration
of the '938 and '134 patents.

12.  On information and belief, Alembic Pharmaceuticis, acted in concert with
and under the direction of Alembic Pharmaceutitatsted and/or Alembic Global Holding SA
in the preparation and submission of ANDA No. 2136#nd, if the ANDA is approved, will act
in concert with and under the direction of AlemPBicarmaceuticals Limited and/or Alembic
Global Holding SA to engage in the commercial mantifre, use, sale, offer for sale, and/or
importation of the Alembic ANDA Products in or intlee United States, including Delaware,
prior to the expiration of the '938 and '134 patent

13.  Alembic Pharmaceuticals Limited, by itself or tdgat with Alembic Global
Holding SA and/or Alembic Pharmaceuticals, Incs taken the costly, significant step of
applying to the FDA for approval to engage in fetactivities, including the marketing of the
Alembic ANDA Products, that will be purposefullyrdcted at Delaware and elsewhere.

14.  On information and belief, Alembic Pharmaceutidafeited has systematic and
continuous contacts with Delaware; has establisigdbution channels for drug products in
Delaware; regularly and continuously conducts kessnn Delaware, including by selling drug

products in Delaware either directly or indiredtlyough subsidiaries, agents, or affiliates,
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including Alembic Pharmaceuticals, Inc.; has pugholdy availed itself of the privilege of doing
business in Delaware; and derives substantial tevéom the sale of drug products in
Delaware.

15. Alembic Pharmaceuticals Limited, Alembic Global Hinlg SA, and Alembic
Pharmaceuticals, Inc. have availed themselveseoletal protections of the State of Delaware
by, among other things, admitting jurisdiction asserting counterclaims in lawsuits filed in the
United States District Court for the District of Beare. See, e.g., Cydex Pharms. Inc. v.

Alembic Global Holding SA et al., C.A. No. 19-956 (D. Del.).

16. Alembic Pharmaceuticals Limited, the entity ideietifin the Alembic Notice
Letter as having submitted ANDA No. 213682, hagadrwith Novartis to litigate any patent
action(s) concerning ANDA No. 213682 in the Didtoé Delaware, and has agreed, only for the
purposes of such action(s), not to challenge patgonsdiction and venue in the District of
Delaware.

b. Macleods Pharmaceuticals Ltd.; Macleods Pharma USAnNc.
(ANDA No. 213728)

17.  On information and belief, Macleods Pharmaceutittds is a corporation
organized and existing under the laws of India,jr@e principal place of business at Atlanta
Arcade, Marol Church Road, Andheri (East), Mumhadlia 400059.

18.  On information and belief, Macleods Pharma USA, ls@ corporation
organized and existing under the laws of the Sthzelaware, having a registered agent for the
service of process at Incorp Services, Inc., 91AMNarket Street, Suite 950, Wilmington,
Delaware 19801, and having a principal place ofrfass at 666 Plainsboro Road, Building 200,
Suite 230, Plainsboro, New Jersey 08536. On indion and belief, Macleods Pharma USA,
Inc. is a wholly owned subsidiary of Macleods Phaceuticals Ltd.

5
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19. On information and belief, Macleods Pharmaceutittds develops,
manufactures, distributes, sells, and/or importg giroducts for the entire United States market
and does business in every state including Delavegtieer directly or indirectly.

20.  On information and belief, Macleods Pharma USA, tevelops, manufactures,
distributes, sells, and/or imports drug productstie entire United States market and does
business in every state including Delaware, eitlrexctly or indirectly.

21. By a letter dated September 11, 2019 (“Macleodscldtetter”), Macleods
Pharmaceuticals Ltd. notified Novartis that (i) Meds Pharmaceuticals Ltd. had submitted to
the FDA ANDA No. 213728 for sacubitril/valsartamlets, 24 mg/26 mg, 49 mg/51 mg, and 97
mg/103 mg (“Macleods ANDA Products”), seeking FDgpeoval to engage in the commercial
manufacture, use, sale, offer for sale, and/or mapion of the Macleods ANDA Products in or
into the United States, including Delaware, prtte expiration of the '659, '938, and '134
patents, and that (i) ANDA No. 213728 includesedtification pursuant to 21 U.S.C.

8§ 355())(2)(A)(vii)(IV) against the '659, '938, ariil34 patents.

22. Macleods Pharmaceuticals Ltd. has committed anfaofringement in this
judicial district by filing ANDA No. 213728 with #intent to make, use, sell, offer for sale,
and/or import the Macleods ANDA Products in or itites judicial district, prior to the
expiration of the '659, 938, and '134 patents,aahof infringement that has led and will lead to
foreseeable harm and injury to Novartis, a Delaveargoration.

23.  Oninformation and belief, Macleods Pharma USA, beted in concert with and
under the direction of Macleods Pharmaceuticals intthe preparation and submission of
ANDA No. 213728, and, if the ANDA is approved, valtt in concert with and under the

direction of Macleods Pharmaceuticals Ltd. to eegaghe commercial manufacture, use, sale,
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offer for sale, and/or importation of the Macle@dd$DA Products in or into the United States,
including Delaware, prior to the expiration of tb&9, '938, and '134 patents.

24. Macleods Pharmaceuticals Ltd., by itself or togettigh Macleods Pharma USA,
Inc., has taken the costly, significant step ofigpg to the FDA for approval to engage in future
activities, including the marketing of the Macled&ldDA Products, that will be purposefully
directed at Delaware and elsewhere.

25.  On information and belief, Macleods Pharmaceutittds has systematic and
continuous contacts with Delaware; has establisigdbution channels for drug products in
Delaware; regularly and continuously conducts kessnn Delaware, including by selling drug
products in Delaware, either directly or indiredtiyough its subsidiaries, agents, or affiliates,
including Macleods Pharma USA, Inc.; has purposetwailed itself of the privilege of doing
business in Delaware; and derives substantial te/éom the sale of drug products in
Delaware.

26. Macleods Pharmaceuticals Ltd. and Macleods Pharg#, Uhc. have availed
themselves of the legal protections of the Stateeddware by, among other things, admitting
jurisdiction and asserting counterclaims in lawstiled in the United States District Court for
the District of Delaware See, e.g., Merck Sharp & Dohme Corp. v. Macleods Pharms. Ltd. et
al., C.A. No. 19-316 (D. Del.).

C. Natco Pharma Limited; Natco Pharma, Inc.
(ANDA No. 213689)

27. On information and belief, Natco Pharma Limite@ isorporation organized and
existing under the laws of India, having a printiplace of business at Natco House Road No. 2,

Banjara Hills, Hyderabad 50034, India.
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28. On information and belief, Natco Pharma, Inc. @gporation organized and
existing under the laws of the State of Delawaa®jny a registered agent for the service of
process at Business Filings Incorporated, 108 W&%6treet, Wilmington, Delaware 19801,
and having a principal place of business at 241t\Weseville Road, Lancaster, Pennsylvania
17601. On information and belief, Natco Pharma, isa wholly owned subsidiary of Natco
Pharma Limited.

29. On information and belief, Natco Pharma Limited eleps, manufactures,
distributes, sells, and/or imports drug productstie entire United States market and does
business in every state including Delaware, eitlrexctly or indirectly.

30. On information and belief, Natco Pharma, Inc. deps) manufactures,
distributes, sells, and/or imports drug productstie entire United States market and does
business in every state including Delaware, eitlrexctly or indirectly.

31. By a letter dated September 11, 2019 (“Natco Ndtetter”), Natco Pharma
Limited notified Novartis that (i) Natco Pharma Lied had submitted to the FDA ANDA No.
213689 for sacubitril/valsartan tablets, 24 mg/2§ #9 mg/51 mg, and 97 mg/103 mg (“Natco
ANDA Products”), seeking FDA approval to engagé¢h@ commercial manufacture, use, sale,
offer for sale, and/or importation of the Natco ANProducts in or into the United States,
including Delaware, prior to the expiration of tb&9, '331, '938, and '134 patents, and that (ii)
ANDA No. 213689 includes a certification pursuam®tl U.S.C. 8 355(j)(2)(A)(vii)(IV) against
the '659, '331, '938, and '134 patents.

32. Natco Pharma Limited has committed an act of igieiment in this judicial
district by filing ANDA No. 213689 with the intemd make, use, sell, offer for sale, and/or

import the Natco ANDA Products in or into this jaail district, prior to the expiration of the
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'659, '331, '938, and '134 patents, an act of infement that has led and will lead to
foreseeable harm and injury to Novartis, a Delaveargoration.

33.  Oninformation and belief, Natco Pharma, Inc. aatecbncert with and under the
direction of Natco Pharma Limited in the prepanatmd submission of ANDA No. 213689,
and, if the ANDA is approved, will act in conceritvand under the direction of Natco Pharma
Limited to engage in the commercial manufacture, gale, offer for sale, and/or importation of
the Natco ANDA Products in or into the United Ssataecluding Delaware, prior to the
expiration of the '659, 331, '938, and '134 patent

34. Natco Pharma Limited, by itself or together withtééaPharma, Inc., has taken
the costly, significant step of applying to the Fiiok approval to engage in future activities,
including the marketing of the Natco ANDA Produdtsat will be purposefully directed at
Delaware and elsewhere.

35.  On information and belief, Natco Pharma Limited kgstematic and continuous
contacts with Delaware; has established distrilnutisannels for drug products in Delaware;
regularly and continuously conducts business irm®ate, including by selling drug products in
Delaware, either directly or indirectly through sisbsidiaries, agents, or affiliates, including
Natco Pharma, Inc.; has purposefully availed itgséthe privilege of doing business in
Delaware; and derives substantial revenue fronsaélleeof drug products in Delaware.

36. Natco Pharma Limited, the entity identified in thatco Notice Letter as having
submitted ANDA No. 213689, has agreed with Novadistigate any patent action(s)
concerning ANDA No. 213689 in the District of Delakg, and has agreed, only for the purposes

of such action(s), not to challenge personal juctgzh and venue in the District of Delaware.
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JURISDICTION AND VENUE

37.  This Court has jurisdiction over the subject mattiethis action under 28 U.S.C.
§8 1331 and 1338(a).
a. Alembic Pharmaceuticals Limited; Alembic GlobalHolding SA;

Alembic Pharmaceuticals, Inc.
(ANDA No. 213682)

38.  This Court has personal jurisdiction over Alembi@Anaceuticals Limited,
Alembic Global Holding SA, and Alembic Pharmaceals; Inc. because, on information and
belief, each such Defendant has committed or ligslaabetted, contributed to, or participated
in the commission of tortious acts of patent irdement in preparing and submitting ANDA No.
213682 with a certification pursuant to 21 U.S.G5%(j)(2)(A)(vii)(IV), which acts have led to
foreseeable harm and injury to Novartis, a Delavear@oration.

39. This Court also has personal jurisdiction over AdrPharmaceuticals Limited,
Alembic Global Holding SA, and Alembic Pharmaceals; Inc. because, on information and
belief, each such Defendant, upon approval of ANNIBA 213682, will commit or will aid, abet,
contribute to, or participate in future tortioussaof patent infringement permitted under ANDA
No. 213682 that will be purposefully directed atdeare, including the marketing of the
Alembic ANDA Products in Delaware, prior to the egpion of the ‘938 and '134 patents.

40. This Court also has personal jurisdiction over AlgrPharmaceuticals Limited,
Alembic Global Holding SA, and Alembic Pharmaceals; Inc. because, on information and
belief, each such Defendant’s affiliations with Btate of Delaware, including Alembic
Pharmaceuticals, Inc.’s incorporation in Delaware] Alembic Pharmaceuticals Limited and
Alembic Global Holding SA’s ownership of and actoin concert with Alembic
Pharmaceuticals, Inc., are sufficiently continuaod systematic as to render each such

Defendant essentially at home in this forum.
10
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41. This Court also has personal jurisdiction over AlgerPharmaceuticals Limited,
Alembic Global Holding SA, and Alembic Pharmacealss Inc. because each such Defendant
has availed itself of the legal protections of 8tate of Delaware, by admitting jurisdiction and
asserting counterclaims in lawsuits filed in thatde States District Court for the District of
Delaware.

42.  Alembic Pharmaceuticals Limited, the entity ideetifin the Alembic Notice
Letter as having submitted ANDA No. 213682, hagadrwith Novartis to litigate this action in
Delaware and not to contest personal jurisdictiomemue in Delaware in this action.

43. For these reasons, and for other reasons thabevpresented to the Court if
jurisdiction is challenged, the Court has persquraddiction over Alembic Pharmaceuticals
Limited, Alembic Global Holding SA, and Alembic Rhaaceuticals, Inc.

44.  Venue is proper in this Court because Alembic Phaguticals, Inc. is
incorporated in the State of Delaware and thereafes@&les in this judicial district, and because
Alembic Pharmaceuticals Limited and Alembic GloHalding SA are foreign entities who may
be sued in any judicial district, including Delawar28 U.S.C. § 1400(b); 28 U.S.C.

8 1391(c)(3).

b. Macleods Pharmaceuticals Ltd.; Macleods Pharma 8A, Inc.
ANDA No. 213728)

45.  This Court has personal jurisdiction over MacleBtisrmaceuticals Ltd. and
Macleods Pharma USA, Inc. because, on informatmohtelief, each such Defendant has
committed or has aided, abetted, contributed tpacticipated in the commission of tortious acts
of patent infringement in preparing and submitigDA No. 213728 with a certification
pursuant to 21 U.S.C. 8§ 355(j)(2)(A)(vii)(1V), wiiacts have led to foreseeable harm and injury
to Novartis, a Delaware corporation.

11
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46. This Court also has personal jurisdiction over Madks Pharmaceuticals Ltd. and
Macleods Pharma USA, Inc. because, on informatnohtelief, each such Defendant, upon
approval of ANDA No. 213728, will commit or will &j abet, contribute to, or participate in
future tortious acts of patent infringement peredttinder ANDA No. 213728 that will be
purposefully directed at Delaware, including therketing of the Macleods ANDA Products in
Delaware, prior to the expiration of the '659, '92®d '134 patents.

47.  This Court also has personal jurisdiction over Madks Pharmaceuticals Ltd. and
Macleods Pharma USA, Inc. because, on informatmohtelief, each such Defendant’s
affiliations with the State of Delaware, includiMgacleod Pharma USA, Inc.’s incorporation in
Delaware, and Macleods Pharmaceuticals Ltd.’s osimgrof and actions in concert with
Macleods Pharma USA, Inc., are sufficiently conbinsi and systematic as to render each such
Defendant essentially at home in this forum.

48. This Court also has personal jurisdiction over Madks Pharmaceuticals Ltd. and
Macleods Pharma USA, Inc. because Macleods Phautizais Ltd. and Macleods Pharma
USA, Inc. have availed themselves of the legalgutiins of the State of Delaware, by admitting
jurisdiction and asserting counterclaims in lawstiled in the United States District Court for
the District of Delaware.

49. For these reasons, and for other reasons thabevpresented to the Court if
jurisdiction is challenged, the Court has persguraddiction over Macleods Pharmaceuticals
Ltd. and Macleods Pharma USA, Inc.

50. Venue is proper in this Court because MacleodsrRadiSA, Inc. is incorporated

in the State of Delaware and therefore residekigjadicial district, and Macleods

12
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Pharmaceuticals Ltd. is a foreign entity who mayibed in any judicial district, including
Delaware. 28 U.S.C. § 1400(b); 28 U.S.C. § 1393fc)

C. Natco Pharma Limited; Natco Pharma, Inc.
(ANDA No. 213689)

51.  This Court has personal jurisdiction over NatcorRtaaLimited and Natco
Pharma, Inc. because, on information and belieh sach Defendant has committed or has
aided, abetted, contributed to, or participatethexcommission of tortious acts of patent
infringement in preparing and submitting ANDA NdA.3689 with a certification pursuant to 21
U.S.C. 8 355())(2)(A)(vii)(1V), which acts have led foreseeable harm and injury to Novartis, a
Delaware corporation.

52.  This Court also has personal jurisdiction over Rd&tiarma Limited and Natco
Pharma, Inc. because, on information and beliet) sach Defendant, upon approval of ANDA
No. 213689, will commit or will aid, abet, contril@uto, or participate in future tortious acts of
patent infringement permitted under ANDA No. 213@B&t will be purposefully directed at
Delaware, including the marketing of the Natco ANPAoducts in Delaware, prior to the
expiration of the '659, 331, '938, and '134 patent

53.  This Court also has personal jurisdiction over Nd&tiarma Limited and Natco
Pharma, Inc. because each such Defendant’s affiimtvith the State of Delaware, including
Natco Pharma, Inc.’s incorporation in Delaware, Biatico Pharma Limited’s ownership of and
actions in concert with Natco Pharma, Inc., aréi@ahtly continuous and systematic as to
render each such Defendant essentially at honasiridrum.

54. Natco Pharma Limited, the entity identified in thatco Notice Letter as having
submitted ANDA No. 213689, has agreed with Novadistigate this action in Delaware and
not to contest personal jurisdiction or venue ineare in this action.

13
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55.  For these reasons, and for other reasons thabeviresented to the Court if
jurisdiction is challenged, the Court has persquraddiction over Natco Pharma Limited and
Natco Pharma, Inc.

56. Venue is proper in this Court because Natco Phamaajs incorporated in the
State of Delaware and therefore resides in thigigiddistrict, and Natco Pharma Limited is a
foreign entity who may be sued in any judicial dadt including Delaware. 28 U.S.C.

8§ 1400(b); 28 U.S.C. § 1391(c)(3).

THE PATENTS-IN-SUIT AND ENTRESTO ®

57.  Novartis is the owner of the '659 patent, titledéMods of treatment and
pharmaceutical composition.” The '659 patent waly dnd legally issued on January 24, 2012.
A true and correct copy of the ‘659 patent is dtéachereto as Exhibit A.

58. The '659 patent claimsnter alia, a pharmaceutical composition comprising (i)
valsartan or a pharmaceutically acceptable saledig(ii) sacubitril or sacubitrilat or a
pharmaceutically acceptable salt thereof; anddipharmaceutically acceptable carrier; wherein
(i) and (ii) are administered in combination in aba 1:1 ratio.

59.  Novartis is the owner of the '331 patent, titledéMods of treatment and
pharmaceutical composition.” The ‘331 patent waly dnd legally issued on August 5, 2014.
A true and correct copy of the 331 patent is dteéachereto as Exhibit B.

60. The '331 patent claimsnter alia, a method for the treatment of heart failure or
hypertension, comprising administering to a patiemteed thereof a therapeutically effective
amount of the combination of (i) valsartan or arpheceutically acceptable salt thereof; and (ii)
sacubitril or sacubitrilat or a pharmaceuticallgegtable salt thereof; wherein (i) and (ii) are

administered in one unit dose form or in two sejgaumit dose forms.

14
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61. Novartis is the owner of the '938 patent, titledot@pounds containing S-N-
valeryl-N-{[2'-(1H-tetrazole-5-yl)-biphenyl-4-yl]-methyl}-valinand (2R,4S)-5-biphenyl-4-yl-4-
(3-carboxy-propionylamino)-2-methyl-pentanoic aettlyl ester moieties and cations.” The
'938 patent was duly and legally issued on Noverdh@014. A true and correct copy of the
'938 patent is attached hereto as Exhibit C.

62. The '938 patent claimsnter alia, trisodium [3-((1S,3R)-1-biphenyl-4-ylmethyl-
3-ethoxycarbonyl-1-butylcarbamoyl)propionate-(S)¥&thyl-2-(pentanoyl{2-(tetrazol-5-
ylate)biphenyl-4ylmethyl}amino)butyrate] hemipentahydrate (“sadubvalsartan trisodium
hemipentahydrate complex”) in crystalline form.

63.  Novartis is the owner of the '134 patent, titledot@pounds containing S-N-
valeryl-N-{[2'-(1H-tetrazole-5-yl)-biphenyl-4-yl]-methyl}-valinand (2R,4S)-5-biphenyl-4-yl-4-
(3-carboxy-propionylamino)-2-methyl-pentanoic aettlyl ester moieties and cations.” The
134 patent was duly and legally issued on July2l?,6. A true and correct copy of the '134
patent is attached hereto as Exhibit D.

64. The 134 patent claimsnter alia, a method for the treatment of heart failure or
hypertension, in a patient in need thereof compgisidministering to the patient a
therapeutically effective amount of a sacubitridaatan trisodium hemipentahydrate complex.

65. Novartis is the holder of New Drug Application (“MD) No. 207620 by which
the FDA granted approval for the commercial manufacg, marketing, sale, and use of
ENTRESTQ® (sacubitril and valsartan) tablets, 24 mg/26 nfymé/51 mg, and 97 mg/103 mg.
ENTREST® currently is indicated to reduce the risk of cavaiscular death and hospitalization

for heart failure in patients with chronic heartuee (NYHA Class 1I-1V) and reduced ejection

15
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fraction, and for the treatment of symptomatic hé&ature with systemic left ventricular systolic
dysfunction in pediatric patients aged one year@ddr.

66. One or more claims of each of the '659, '331, '988¢ '134 patents cover
ENTRESTQ and/or the use thereof.

67. The FDA's official publication of approved drugfét“Orange Book”) lists the
'659, '331, '938, and '134 patents in connectiothAENTRESTO.

INFRINGEMENT BY EACH DEFENDANT OF THE PATENTS-IN-SU IT

68.  Novartis incorporates paragraphs 1 — 36 and 57 as6@ffully set forth herein.
a. Alembic Pharmaceuticals Limited; Alembic Global Holding SA;

Alembic Pharmaceuticals, Inc.

(ANDA No. 213682)

69. On information and belief, Alembic Pharmaceutidatsited, by itself or in
concert with Alembic Global Holding SA, and/or Albia Pharmaceuticals, Inc., submitted to
the FDA ANDA No. 213682 under the provisions ofl25.C. 8§ 355(j) seeking approval to
engage in the commercial manufacture, use, sdbs, fof sale, and/or importation of the
Alembic ANDA Products prior to the expiration oketl938 and '134 patents.

70.  This action was commenced within 45 days of Nos&atieceipt of the Alembic
Notice Letter.

71. By filing its ANDA under 21 U.S.C. 8§ 355()) for thmurpose of obtaining
approval to engage in the commercial manufactge, sale, offer for sale, and/or importation of
the Alembic ANDA Products in or into the United @&s prior to the expiration of the '938 and
134 patents, Alembic Pharmaceuticals Limited, amdjnformation and belief, Alembic Global

Holding SA and Alembic Pharmaceuticals, Inc., hewmmitted an act of infringement under 35

U.S.C. § 271(e)(2).
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72.  On information and belief, when Alembic Pharmaazmalé Limited filed ANDA
No. 213682, Alembic Pharmaceuticals Limited, AlecnBiobal Holding SA, and Alembic
Pharmaceuticals, Inc. were aware of the '938 aid fdatents and that the filing of the ANDA
with the request for its approval prior to the eapon of the '938 and '134 patents was an act of
infringement of those patents.

73.  On information and belief, the commercial manufaetuse, sale, offer for sale,
and/or importation of the Alembic ANDA Productsaninto the United States will infringe one
or more claims of the '938 and '134 patents.

74.  On information and belief, the commercial manufaetuse, sale, offer for sale,
and/or importation of the Alembic ANDA Productsaninto the United States will directly
infringe one more claims of the '938 patent.

75.  On information and belief, the Alembic ANDA Prodsicif approved, will
contain instructions for practicing a method fog theatment of heart failure in a patient in need
thereof comprising administering to the patiertiexrapeutically effective amount of a
sacubitril/valsartan trisodium hemipentahydrate plax, which administration will constitute
direct infringement of one or more claims of th841patent. On information and belief, if the
Alembic ANDA Products are approved, physicians angatients following said instructions
will directly infringe one or more claims of the34 patent. On information and belief, if the
Alembic ANDA Products are approved, Alembic Pharewdicals Limited, Alembic Global
Holding SA, and/or Alembic Pharmaceuticals, Ind! actively encourage, recommend, or
promote this infringement with knowledge of the 4)f3atent, and with knowledge and intent

that their acts will induce infringement of onemore claims of the 134 patent.
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76.  On information and belief, if the Alembic ANDA Procts are approved, Alembic
Pharmaceuticals Limited, Alembic Global Holding S#d/or Alembic Pharmaceuticals, Inc.
will commercially manufacture, sell, offer for sadnd/or import those products, which will be
specifically labeled for use in a method for treatment of heart failure in a patient in need
thereof comprising administering to the patiertiexapeutically effective amount of a
sacubitril/valsartan trisodium hemipentahydrate glex as recited in one or more claims of the
134 patent. On information and belief, if the Alkbic ANDA Products are approved, those
products will constitute a material part of a methor the treatment of heart failure in a patient
in need thereof comprising administering to thegpata therapeutically effective amount of a
sacubitril/valsartan trisodium hemipentahydrate glex as recited in one or more claims of the
134 patent. On information and belief, if the Albic ANDA Products are approved,
physicians and/or patients following the instruesion the Alembic ANDA Products will
directly infringe one or more claims of the '134ga. On information and belief, if the
Alembic ANDA Products are approved, Alembic Pharewdicals Limited, Alembic Global
Holding SA, and/or Alembic Pharmaceuticals, Indl wontributorily infringe one or more
claims of the 134 patent, and will do so with kriedge of the '134 patent, and that the Alembic
ANDA Products are especially made or especiallypsastafor use in infringing one or more
claims of the '134 patent and are not suitableafsubstantial noninfringing use.

77. Novartis will be substantially and irreparably dayed by Alembic
Pharmaceuticals Limited’s, Alembic Global Holding’§ and/or Alembic Pharmaceuticals,
Inc.’s infringement of the '938 and '134 patents.

78.  Novatrtis is entitled to the relief provided by 353.C. § 271(e)(4), including an

order of this Court that the effective date of approval of ANDA No. 213682 be a date that is

18

ME1 31784564v.1



Case 1:19-cv-02021-UNA Document 1 Filed 10/24/19 Page 19 of 31 PagelD #: 19

no earlier than November 27, 2027, the expiratiate @f the ‘938 patent’s pediatric exclusivity,
May 8, 2027, the expiration of the 134 patent’slipé&ric exclusivity, or a date no earlier than the
expiry of any other patent extension or exclusittyvhich Novartis is entitled, and an award of
damages for any commercial sale or use of the Ale®NDA Products and any act committed
by Alembic Pharmaceuticals Limited, Alembic Globtdlding SA, and/or Alembic
Pharmaceuticals, Inc. with respect to the subjettenclaimed in the '938 and '134 patents,
which act is not within the limited exclusions & B.S.C. § 271(e)(1).

79.  On information and belief, Alembic Pharmaceutidataited, Alembic Global
Holding SA, and Alembic Pharmaceuticals, Inc. hiakeen and continue to take active steps
towards the commercial manufacture, use, sale; fuffesale, and/or importation of the Alembic
ANDA Products, including seeking approval of thpseducts under ANDA No. 213682.

80. There is a substantial and immediate controversydsn Novartis and Alembic
Pharmaceuticals Limited, Alembic Global Holding S¥d Alembic Pharmaceuticals, Inc.
concerning the '938 and '134 patents. Novartsnstled to declaratory judgment under 28
U.S.C. 88 2201 and 2202 that Alembic Pharmacesticatited, Alembic Global Holding SA,
and/or Alembic Pharmaceuticals, Inc. will infringegduce infringement of, and/or contributorily
infringe one or more claims of the '938 and '134eois.

b. Macleods Pharmaceuticals Ltd.; Macleods Pharma USAnNc.
(ANDA No. 213728)

81. On information and belief, Macleods Pharmaceutittds, by itself or in concert
with Macleods Pharma USA, Inc., submitted to theAFANDA No. 213728 under the
provisions of 21 U.S.C. § 355(j) seeking approwadmgage in the commercial manufacture, use,
sale, offer for sale, and/or importation of the Macls ANDA Products prior to the expiration of
the '659, '938, and '134 patents.
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82.  This action was commenced within 45 days of Nosartieceipt of the Macleods
Notice Letter.

83.  Byfiling its ANDA under 21 U.S.C. 8 355(j) for thmurpose of obtaining
approval to engage in the commercial manufactge, sale, offer for sale, and/or importation of
the Macleods ANDA Products in or into the Unitedt8s prior to the expiration of the '659,
'938, and '134 patents, Macleods Pharmaceuticals Bnd, on information and belief,
Macleods Pharma USA, Inc., have committed an agtfohgement under 35 U.S.C.

§ 271(e)(2).

84.  On information and belief, when Macleods PharmacalstLtd. fled ANDA No.
213728, Macleods Pharmaceuticals Ltd. and Macl&a@sma USA, Inc. were aware of the
'659, '938, and '134 patents and that the filingleg ANDA with the request for its approval
prior to the expiration of the '659, 938, and '1Bdtents was an act of infringement of those
patents.

85.  On information and belief, the commercial manufeetuse, sale, offer for sale,
and/or importation of the Macleods ANDA Product®minto the United States will infringe one
or more claims of the '659, '938, and '134 patents.

86.  On information and belief, the commercial manufeetuse, sale, offer for sale,
and/or importation of the Macleods ANDA Product®imnto the United States will directly
infringe one or more claims of the '659 patent.

87.  On information and belief, the commercial manufeetuse, sale, offer for sale,
and/or importation of the Macleods ANDA Product®imnto the United States will directly

infringe one more claims of the '938 patent.
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88.  On information and belief, the Macleods ANDA Protd,df approved, will
contain instructions for practicing a method fog theatment of heart failure in a patient in need
thereof comprising administering to the patiertiexapeutically effective amount of a
sacubitril/valsartan trisodium hemipentahydrate plax, which administration will constitute
direct infringement of one or more claims of th841patent. On information and belief, if the
Macleods ANDA Products are approved, physiciangamuhtients following said instructions
will directly infringe one or more claims of the34 patent. On information and belief, if the
Macleods ANDA Products are approved, Macleods Paeenticals Ltd. and/or Macleods
Pharma USA, Inc. will actively encourage, recommerdpromote this infringement with
knowledge of the '134 patent, and with knowledgé sent that their acts will induce
infringement of one or more claims of the '134 pate

89. On information and belief, if the Macleods ANDA Brets are approved,
Macleods Pharmaceuticals Ltd. and/or Macleods Pa&sr8A, Inc. will commercially
manufacture, sell, offer for sale, and/or impodd products, which will be specifically labeled
for use in a method for the treatment of heartifailin a patient in need thereof comprising
administering to the patient a therapeutically @ffee amount of a sacubitril/valsartan trisodium
hemipentahydrate complex, as recited in one or rmlarms of the 134 patent. On information
and belief, if the Macleods ANDA Products are appd those products will constitute a
material part of a method for the treatment of ti&lure in a patient in need thereof comprising
administering to the patient a therapeutically @ffee amount of a sacubitril/valsartan trisodium
hemipentahydrate complex, as recited in one or rlarms of the 134 patent. On information
and belief, if the Macleods ANDA Products are appd) physicians and/or patients following

the instructions in the Macleods ANDA Products willectly infringe one or more claims of the
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134 patent. On information and belief, if the Nimaxds ANDA Products are approved,
Macleods Pharmaceuticals Ltd. and/or Macleods Pa&r8A, Inc. will contributorily infringe
one or more claims of the 134 patent, and willsdowith knowledge of the '134 patent, and that
the Macleods ANDA Products are especially madespeeially adapted for use in infringing
one or more claims of the 134 patent and are uitalsle for a substantial noninfringing use.

90. Novartis will be substantially and irreparably dayed by Macleods
Pharmaceuticals Ltd.’s and/or Macleods Pharma U&&’s infringement of the '659, 938, and
134 patents.

91. Novartis is entitled to the relief provided by 353.C. § 271(e)(4), including an
order of this Court that the effective date of approval of ANDA No. 213728 be a date that is
no earlier than July 14, 2023, the expiration ef ‘669 patent’s pediatric exclusivity, November
27, 2027, the expiration date of the '938 patepédiatric exclusivity, and May 8, 2027, the
expiration of the '134 patent’s pediatric exclustyior a date no earlier than the expiry of any
other patent extension or exclusivity to which Nuaigais entitled, and an award of damages for
any commercial sale or use of the Macleods ANDAdBobs and any act committed by
Macleods Pharmaceuticals Ltd. and/or Macleods PA&s8A, Inc. with respect to the subject
matter claimed in the '659, '938, and '134 patewntisich act is not within the limited exclusions
of 35 U.S.C. § 271(e)(1).

92.  Oninformation and belief, Macleods Pharmaceutitéds and Macleods Pharma
USA, Inc. have taken and continue to take actigpstowards the commercial manufacture, use,
sale, offer for sale, and/or importation of the Macls ANDA Products, including seeking

approval of those products under ANDA No. 213728.
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93. There is a substantial and immediate controversyd®n Novartis and Macleods
Pharmaceuticals Ltd. and Macleods Pharma USA cimacerning the '659, '938, and '134
patents. Novartis is entitled to declaratory juégitunder 28 U.S.C. 88 2201 and 2202 that
Macleods Pharmaceuticals Ltd. and Macleods Phar&# Uhc. will infringe, induce
infringement of, and/or contributorily infringe ooe more claims of the '659, '938, and '134
patents.

C. Natco Pharma Limited; Natco Pharma, Inc.
(ANDA No. 213689)

94.  On information and belief, Natco Pharma Limited,itisglf or in concert with
Natco Pharma, Inc., submitted to the FDA ANDA N&3&89 under the provisions of 21 U.S.C.
8 355(j) seeking approval to engage in the comraknsanufacture, use, sale, offer for sale,
and/or importation of the Natco ANDA Products ptioithe expiration of the 659, '331, '938,
and '134 patents.

95. This action was commenced within 45 days of Nosa&tieceipt of the Natco
Notice Letter.

96. By filing its ANDA under 21 U.S.C. 8 355()) for thmurpose of obtaining
approval to engage in the commercial manufactge, sale, offer for sale, and/or importation of
the Natco ANDA Products in or into the United Sgapeior to the expiration of the 659, '331,
'938, and '134 patents, Natco Pharma Limited, amdinformation and belief, Natco Pharma,
Inc., have committed an act of infringement undetJ3S.C. § 271(e)(2).

97.  On information and belief, when Natco Pharma Lichitked ANDA No. 213689,
Natco Pharma Limited and Natco Pharma, Inc. werrawf the '659, '331, '938, and '134
patents and that the filing of the ANDA with thejoest for its approval prior to the expiration of
the '659, '331, '938, and '134 patents was an aahfoingement of those patents.
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98. On information and belief, the commercial manufeetuse, sale, offer for sale,
and/or importation of the Natco ANDA Products iniimo the United States will infringe one or
more claims of the '659, '331, '938, and '134 pasen

99. The Natco Notice Letter does not deny that usé@MNatco ANDA Products
would infringe claims 1-4 of the '659 patent, ahdttthe use of the Natco ANDA Products
would infringe claims 1, 2 and 4-8 of the '331 pdten any basis other than the alleged
invalidity of those claims.

100. On information and belief, the commercial manufestuse, sale, offer for sale,
and/or importation of the Natco ANDA Products iniimtio the United States will directly
infringe one or more claims of the '659 patent.

101. On information and belief, the commercial manufeetuse, sale, offer for sale,
and/or importation of the Natco ANDA Products iniimtio the United States will directly
infringe one more claims of the '938 patent.

102. On information and belief, the Natco ANDA Produétspproved, will contain
instructions for practicing a method for the treattnof heart failure comprising administering to
a patient in need thereof a therapeutically efiecimount of sacubitril/valsartan or their
pharmaceutically acceptable salts, which admintistrawill constitute direct infringement of
one or more claims of the '331 patent. On infoiioraaind belief, if the Natco ANDA Products
are approved, physicians and/or patients follovgaigl instructions will directly infringe one or
more claims of the '331 patent. On information &edef, if the Natco ANDA Products are
approved, Natco Pharma Limited and/or Natco Phahmeawill actively encourage,

recommend, or promote this infringement with knalgle of the '331 patent, and with
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knowledge and intent that their acts will inducingement of one or more claims of the 331
patent.

103. On information and belief, if the Natco ANDA Prodsi@are approved, Natco
Pharma Limited and/or Natco Pharma, Inc. will comsiadly manufacture, sell, offer for sale,
and/or import those products, which will be spesaifiy labeled for use in a method for the
treatment of heart failure comprising administetiog patient in need thereof a therapeutically
effective amount of sacubitril/valsartan or thdsapmaceutically acceptable salts, as recited in
one or more claims of the '331 patent. On infolioraaind belief, if the Natco ANDA Products
are approved, those products will constitute a rmateart of a method for the treatment of heart
failure comprising administering to a patient iredehereof a therapeutically effective amount
of sacubitril/valsartan or their pharmaceuticaltgeptable salts, as recited in one or more claims
of the '331 patent. On information and beliethié Natco ANDA Products are approved,
physicians and/or patients following the instruetion the Natco ANDA Products will directly
infringe one or more claims of the '331 patent. iGformation and belief, if the Natco ANDA
Products are approved, Natco Pharma Limited ald#co Pharma, Inc. will contributorily
infringe one or more claims of the '331 patent, antldo so with knowledge of the '331 patent,
and that the Natco ANDA Products are especiallyar@despecially adapted for use in
infringing one or more claims of the '331 patentl @ne not suitable for a substantial
noninfringing use.

104. On information and belief, the Natco ANDA Produétspproved, will contain
instructions for practicing a method for the treatmof heart failure in a patient in need thereof
comprising administering to the patient a theraipally effective amount of a

sacubitril/valsartan trisodium hemipentahydrate plax, which administration will constitute
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direct infringement of one or more claims of th841patent. On information and belief, if the
Natco ANDA Products are approved, physicians angabients following said instructions will
directly infringe one or more claims of the '134qa. On information and belief, if the Natco
ANDA Products are approved, Natco Pharma Limitedf@nNatco Pharma, Inc. will actively
encourage, recommend, or promote this infringematht knowledge of the '134 patent, and
with knowledge and intent that their acts will im@unfringement of one or more claims of the
134 patent.

105. On information and belief, if the Natco ANDA Prodsi@are approved, Natco
Pharma Limited and/or Natco Pharma, Inc. will comsiadly manufacture, sell, offer for sale,
and/or import those products, which will be speaifiy labeled for use in a method for the
treatment of heart failure in a patient in neeade¢b&comprising administering to the patient a
therapeutically effective amount of a sacubitridaatan trisodium hemipentahydrate complex,
as recited in one or more claims of the '134 pat&m information and belief, if the Natco
ANDA Products are approved, those products willstibute a material part of a method for the
treatment of heart failure in a patient in neeade¢b&comprising administering to the patient a
therapeutically effective amount of a sacubitridaatan trisodium hemipentahydrate complex,
as recited in one or more claims of the '134 pat&m information and belief, if the Natco
ANDA Products are approved, physicians and/or ptgi®llowing the instructions in the Natco
ANDA Products will directly infringe one or moreaains of the '134 patent. On information
and belief, if the Natco ANDA Products are apprgWedtco Pharma Limited and/or Natco
Pharma, Inc. will contributorily infringe one or meoclaims of the 134 patent, and will do so

with knowledge of the '134 patent, and that theddaaNDA Products are especially made or
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especially adapted for use in infringing one or endaims of the '134 patent and are not suitable
for a substantial noninfringing use.

106. Novartis will be substantially and irreparably dayed by Natco Pharma
Limited’s and/or Natco Pharma, Inc.’s infringemehthe '659, '331, '938, and '134 patents.

107. Novartis is entitled to the relief provided by 353UC. § 271(e)(4), including an
order of this Court that the effective date of approval of ANDA No. 213689 be a date that is
no earlier than July 14, 2023, the expiration ef'#b9 and '331 patents’ pediatric exclusivity,
November 27, 2027, the expiration date of the '&&nt’s pediatric exclusivity, and May 8,
2027, the expiration of the '134 patent’s pediag¢rclusivity, or a date no earlier than the expiry
of any other patent extension or exclusivity toehNovartis is entitled, and an award of
damages for any commercial sale or use of the NaiDA Products and any act committed by
Natco Pharma Limited and Natco Pharma, Inc. wigipeet to the subject matter claimed in the
'659, '331, '938, and '134 patents, which act i¢ within the limited exclusions of 35 U.S.C.

8§ 271(e)().

108. On information and belief, Natco Pharma Limited &&tco Pharma, Inc. have
taken and continue to take active steps towardsdhemercial manufacture, use, sale, offer for
sale, and/or importation of the Natco ANDA Produetsluding seeking approval of those
products under ANDA No. 213689.

109. There is a substantial and immediate controversyden Novartis and Natco
Pharma Limited and Natco Pharma, Inc. concernieg@h9, '331, '938, and '134 patents.
Novartis is entitled to declaratory judgment ung@rJ.S.C. 88 2201 and 2202 that Natco
Pharma Limited and Natco Pharma, Inc. will infringeluce infringement of, and/or

contributorily infringe one or more claims of tH&59, '331, '938, and '134 patents.
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PRAYER FOR RELIEF

WHEREFORE, Novartis prays that this Court graetfifllowing relief:

a. Alembic Pharmaceuticals Limited; Alembic GlobalHolding SA;
Alembic Pharmaceuticals, Inc.
(ANDA No. 213682)

110. Judgment that defendants Alembic Pharmaceuticaited, Alembic Global
Holding SA, and Alembic Pharmaceuticals, Inc. hewenged one or more claims of the '938
and '134 patents by filing ANDA No. 213682;

111. A permanent injunction restraining and enjoiningedeants Alembic
Pharmaceuticals Limited, Alembic Global Holding $¥d Alembic Pharmaceuticals, Inc. and
their officers, agents, attorneys, and employess tlkose acting in privity or concert with them,
from engaging in the commercial manufacture, usle, ®r offer for sale in the United States, or
importation into the United States, of the AlemBNDA Products prior to the expiration of the
'938 and '134 patents, inclusive of any extensiang additional periods of exclusivity;

112. An order that the effective date of any approvaABDA No. 213682 be a date
that is not earlier than the expiration dates ef' 888 and '134 patents, inclusive of any
extensions and additional periods of exclusivity;

113. Declaratory judgment that the commercial manufagtuse, sale, offer for sale,
and/or importation of the Alembic ANDA Products Mdirectly infringe, induce infringement
of, and/or contributorily infringe one or more ce of the '938 and '134 patents;

114. Damages or other monetary relief from defendanesmblic Pharmaceuticals
Limited, Alembic Global Holding SA, and Alembic Rhaaceuticals, Inc. for the infringement,
inducement of infringement and contributory infremgent of the '938 and '134 patents;

115. A declaration that this case is an exceptional passuant to 35 U.S.C. § 285 and

an award of attorney’s fees;
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116. Novartis’s costs and expenses in this action; and
117. Such other and further relief as the Court may dgestnand proper.

b. Macleods Pharmaceuticals Ltd.; Macleods Pharma 8A, Inc.
(ANDA No. 213728)

118. Judgment that defendants Macleods Pharmaceutitdlsihd Macleods Pharma
USA, Inc. have infringed one or more claims of ¥t&9, '938, and '134 patents by filing ANDA
No. 213728,

119. A permanent injunction restraining and enjoiningedelants Macleods
Pharmaceuticals Ltd. and Macleods Pharma USA, &mcl their officers, agents, attorneys, and
employees, and those acting in privity or concetth them, from engaging in the commercial
manufacture, use, sale, or offer for sale in theéddnStates, or importation into the United
States, of the Macleods ANDA Products prior togRpiration of the '659, '938, and '134
patents, inclusive of any extensions and additipeailbds of exclusivity;

120. An order that the effective date of any approvaABDA No. 213728 be a date
that is not earlier than the expiration dates ef'@59, 938, and '134 patents, inclusive of any
extensions and additional periods of exclusivity;

121. Declaratory judgment that the commercial manufagtuse, sale, offer for sale,
and/or importation of the Macleods ANDA Productd directly infringe, induce infringement
of, and/or contributorily infringe one or more cte of the '659, 938, and '134 patents;

122. Damages or other monetary relief from defendantsldtals Pharmaceuticals
Ltd. and Macleods Pharma USA, Inc. for the infrimgat, inducement of infringement and
contributory infringement of the '659, '938, and34 patents;

123. A declaration that this case is an exceptional passuant to 35 U.S.C. § 285 and
an award of attorney’s fees;
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124. Novartis’s costs and expenses in this action; and
125. Such other and further relief as the Court may dgestnand proper.

C. Natco Pharma Limited; Natco Pharma, Inc.
(ANDA No. 213689)

126. Judgment that defendants Natco Pharma Limited atdd\Pharma, Inc. have
infringed one or more claims of the '659, '331, ®&nd '134 patents by filing ANDA No.
213689;

127. A permanent injunction restraining and enjoiningedelants Natco Pharma
Limited and Natco Pharma, Inc., and their officagents, attorneys, and employees, and those
acting in privity or concert with them, from engagiin the commercial manufacture, use, sale or
offer for sale in the United States, or importatioto the United States, of the Natco ANDA
Products prior to the expiration of the '659, '3338, and '134 patents, inclusive of any
extensions and additional periods of exclusivity;

128. An order that the effective date of any approvaABNDA No. 213689 be a date
that is not earlier than the expiration dates ef'@59, ‘331, '938, and '134 patents, inclusive of
any extensions and additional periods of exclugivit

129. Declaratory judgment that the commercial manufagtuse, sale, offer for sale,
and/or importation of the Natco ANDA Products wditectly infringe, induce infringement of,
and/or contributorily infringe one or more clainfstioe '659, 331, '938, and '134 patents;

130. Damages or other monetary relief from defendantsdNBharma Limited and
Natco Pharma, Inc. for the infringement, inducenadnhfringement and contributory
infringement of the '659, '331, '938, and '134 patis

131. A declaration that this case is an exceptional passuant to 35 U.S.C. § 285 and
an award of attorney’s fees;
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132. Novartis’s costs and expenses in this action; and

133. Such other and further relief as the Court may dpestand proper.

Dated: October 24, 2019

OF COUNSEL:

Nicholas N. Kallas
Christina Schwarz
Christopher E. Loh
Susanne L. Flanders

Jared L. Stringham
Shannon K. Clark

Laura K. Fishwick

Gregory J. Manas
VENABLE LLP

1290 Avenue of the Americas
New York, New York 10104
(212) 218-2100
nkallas@venable.com
cschwarz@venable.com
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