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COMPLAINT FOR PATENT INFRINGEMENT

AstraZeneca AB, Aktiebolaget Hassle, AstraZenecakB Inc., and KBI-E Inc.
(collectively, “Plaintiffs”), for their Complaintgainst Watson Laboratories, Inc. — Florida,

Watson Pharma, Inc., and Actavis, Inc. (colleciiy&Defendants”), hereby allege as follows:

THE PARTIES

1. Plaintiff AstraZeneca AB is a company organized aridting under
the laws of Sweden, having its principal place udibess at Stdertalje, Sweden. AstraZeneca
AB was a corporate name change from Astra Aktieimila

2. Plaintiff Aktiebolaget Hassle is a company orgadiaed existing
under the laws of Sweden, having its principal @latbusiness at MéIndal, Sweden.

3. Plaintiff AstraZeneca LP is a limited partnershiganized under the
laws of Delaware, having its principal place of ibess at Wilmington, Delaware. AstraZeneca
LP holds approved New Drug Application No. 0211&8r the United States Food and Drug
Administration (“FDA”) for a delayed-release esomsgmle magnesium formulation that it sells
under the name NEXIUM®.

4, Plaintiff KBI Inc. (“KBI”) is a Delaware corporatio having its
principal place of business at Whitehouse Stafi@w Jersey.

5. Plaintiff KBI-E Inc. (“KBI-E”) is a Delaware corpa@tion having its
principal place of business at Wilmington, Delaware

6. KBI and KBI-E have exclusive rights in the Uniteths to the
patents-in-suit.

7. Upon information and belief, Defendant Watson Lalbaries, Inc. —

Florida (“Watson Laboratories”) was formerly knoas Andrx Pharmaceuticals, Inc. (“Andrx
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Pharmaceuticals”). Upon information and belief,t¥éa Laboratories is a corporation
organized and existing under the laws of Florideyimg its principal place of business at 4955
Orange Drive, Davie, Florida 33314. Upon inforraatand belief, Watson Laboratories is in the
business ofinter alia, developing, manufacturing, and obtaining regulatpproval of generic
copies of branded pharmaceutical products througiheuUnited States, including within this
district.

8. Upon information and belief, Defendant Watson Plagrimc.
(“Watson Pharma”) is a corporation organized andtig under the laws of Delaware, having
its principal place of business at Morris Corpot@snter 11, 400 Interpace Parkway,
Parsippany, New Jersey 07054. Upon informationkatief, Watson Pharma is in the business
of, inter alia, selling and distributing generic copies of brash@barmaceutical products in New
Jersey and throughout the United States, inclusiimge that are manufactured by Watson
Laboratories and/or for which Watson Laboratorgethe named applicant of the approved
ANDAs.

9. Upon information and belief, Defendant Actavis,.I(fé\ctavis”)
was formerly known as Watson Pharmaceuticals,(fii¢atson Pharmaceuticals”) until on or
around January 24, 2013. Actavis is a corporatirganized and existing under the laws of
Nevada, having its principal place of business atrid Corporate Center lll, 400 Interpace
Parkway, Parsippany, New Jersey 07054. Upon irddon and belief, Actavis is in the
business ofinter alia, developing, manufacturing, obtaining regulatgopr@val, marketing,
selling, and distributing generic copies of brangbdrmaceutical products throughout the
United States, including within this district, thugh its own actions and through the actions of its

agents and subsidiaries, including at least Watsdmoratories and Watson Pharma.
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10. Upon information and belief, Watson Pharmaceutiaatyuired
Andrx Pharmaceuticals on or around November 3, 2QQ)6on information and belief, Watson
Pharmaceuticals renamed Andrx Pharmaceuticals &sowhaaboratories.

11. Upon information and belief, Watson Laboratoriea sholly-
owned subsidiary of Andrx Corporation, a Delawasgooration, having its principal place of
business at 4955 Orange Drive, Davie, Florida 3381at is a wholly-owned subsidiary of
Actavis.

12. Upon information and belief, Watson Pharma is aliyhmwvned
subsidiary of Actavis.

13. Upon information and belief, Actavis organizesaperations by
divisions— including at least Generics, Brands, Bitribution—and, before the name change,
Watson Pharmaceuticals reported its financial tesalits Securities and Exchange Commission
(“SEC") filings by reference to these divisionspash information and belief, Watson
Pharmaceuticals consolidated its financial reswitis subsidiaries in its SEC filings at least
since 2007 and did not file separate financial reppim the SEC for each subsidiary.

14. Upon information and belief, Actavis’ Generics Bnin is involved
in the development, manufacture, marketing, salé,distribution of generic pharmaceuticals.
Upon information and belief, each Defendant actamaagent of the other and/or works in
concert with each other as integrated parts oGeerics Division. Upon information and
belief, the Generics Division develops and subiibreviated New Drug Applications
(“ANDAS") to the FDA, relying on contributions frorat least Defendants.

15. Upon information and belief, the head of the GarseDivision is an

employee of Actavis, the Generic Division’s ANDA® aubmitted by at least Watson
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Laboratories, the Generics Division’s productsdeeeloped and manufactured by at least
Watson Laboratories, and the Generics Divisiontlpcts are marketed, sold, and distributed
throughout the United States, including in New dgrby at least Watson Pharma. Upon
information and belief, Watson Laboratories and $§atPharma are parties to one or more
contractual agreements regarding the distributfayeaeric pharmaceutical products.

16. Upon information and belief, each Defendant shasi#sthe others
at least some common employees, officers, andtdinec

17. Upon information and belief, Watson Laboratoried #vatson

Pharma are within the control of Actavis for purpe®f responding to discovery in this action.

JURISDICTION AND VENUE

18. This is an action for patent infringement arisimgler the Patent and
Food and Drug laws of the United States, TitleaB8 21, United States Code. Jurisdiction and
venue are based on 28 U.S.C. 88 1331, 1338(a){139B91(c), 1400(b), 2201, 2202, and 35
U.S.C. § 271.

19. Upon information and belief, Defendants have bewhae
engaging in activities directed toward infringemehtnited States Patent Nos. 5,714,504 (the
“504 patent”); 5,877,192 (the 192 patent”); 68685 (the “’085 patent”); 6,875,872 (the
“872 patent”); and 7,411,070 (the 070 patenttpllectively, the “patents-in-suit”) bynter
alia, submitting to the FDA ANDA No. 204358 (“DefendanANDA”). Defendants’ ANDA
seeks the FDA'’s approval to manufacture, use, lbcemmercially their proposed product
called “Esomeprazole Magnesium Delayed ReleaseulEgst0 mg” (hereinafter referred to as
the “ANDA Product”), containing the active ingredteesomeprazole magnesium, prior to the

expiration of the patents-in-suit, as a generisiggr of the NEXIUM® product.
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20. In a letter dated February 4, 2013 (“2013 Noticéedrd) from Ms.
Janet Vaughn, Watson Laboratories’ Director of Ratguy Affairs, Watson Laboratories
notified Plaintiffs of the filing of Defendants’ ADA and that the ANDA included a
certification, pursuant to 21 U.S.C. 8§ 355())(2)()(IV) (“Paragraph IV”), with respect to the
'504, ’'192, '085, '872, and '070 patents.

21. Paragraph IV requires certification by the ANDA hpgnt that the
subject patent “is invalid or will not be infringéy the manufacture, use, or sale of the new drug
for which the application is submitted ....” 213UC. § 355(j)(2)(B)(iv) requires a Paragraph IV
notice to “include a detailed statement of thedatand legal basis of the opinion of the
applicant that the patent is invalid or will notib&inged.” The FDA Rules and Regulations (21
C.F.R. § 314.95(c)) specifinter alia, that a Paragraph IV notification must include] ‘flatailed
statement of the factual and legal basis of théi@py’s opinion that the patent is not valid,
unenforceable, or will not be infringed.” The did statement is to include “(i) [flor each
claim of a patent alleged not to be infringed, ladnd detailed explanation of why the claim is
not infringed” and “(ii) [flor each claim of a patealleged to be invalid or unenforceable, a full
and detailed explanation of the grounds of suppgtrtihe allegation.”

22. Upon information and belief, at the time the 201&ibE Letter was
served, Defendants were aware of the statutoryigioms and regulations referred to in
paragraph 21, above.

23. Defendants’ submission of ANDA No. 204358 and serwf the
2013 Notice Letter indicates a refusal to chang# tturrent course of action.

24. There is now an actual controversy between Defesdard

Plaintiffs as to whether Defendants infringe th@45'192, ‘085, '872, and '070 patents.
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25. This Court has personal jurisdiction over Defenddi@causenter
alia, Defendants, upon information and belief, havepsely availed themselves of the benefits
and protections of the laws of New Jersey suchthi®t should reasonably anticipate being
haled into court here; Defendants have had contimand systematic contacts with this judicial
district, including, upon information and beliefamtaining executive offices in New Jersey and
deriving substantial revenues from the sale of pla@eutical products in New Jersey; and at
least Watson Pharma and Actavis, upon informatrahleelief, are licensed to do business
within New Jersey. Thus, Defendants are subjegeteeral jurisdiction in New Jersey.

26. Upon information and belief, Watson Laboratories peeviously
purposefully availed itself of the benefits andtpations of the U.S. District Court for the
District of New Jersey including binter alia, filing a complaint inShionogi Inc. et al. v.
Nostrum Labs., Inc. et alC.A. No. 1:12-cv-04402-RBK-JS (D.l. 1), and asisgrcounterclaims
in this Court inDepomed, Inc. v. Actavis Elizabeth LLC et @lA. No. 3:12-01358-JAP-TJB
(D.1. 47).

27. Upon information and belief, the acts of Watsondralbories
complained of herein were done at the directiomtf) the authorization of, and with the

cooperation, participation, and assistance of WaeBtarma and Actavis.

FIRST CLAIM FOR RELIEF: '504 PATENT

28. Plaintiffs reallege paragraphs 1-27, above, astifath specifically
herein.

29. The '504 patent (copy attached as Exhibit A), éadit
“Compositions,” was issued on February 3, 1998 str@Aktiebolag, upon assignment from the

inventors Per Lennart Lindberg and Sverker Von Ungjee patent was subsequently assigned
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to AstraZeneca AB. The '504 patent clainmger alia, pharmaceutical formulations comprising
alkaline salts of esomeprazole (including esomeapeanagnesium) and methods of using the
claimed salts.

30. Plaintiff AstraZeneca AB has been and is still thener of the '504
patent. The '504 patent will expire on Februarg@15, and pediatric exclusivity relating to the
'504 patent expires on August 3, 2015.

31. In the 2013 Notice Letter, Defendants notified Rii#fis that, as part
of their ANDA, they had filed a Paragraph IV cadgtion with respect to the '504 patent.

32. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdion-infringementgeeparagraph 21, above),
does not allege non-infringement of any claim &f ‘%04 patent.

33. The 2013 Notice Letter, which is required by statamd regulation
to provide a full and detailed explanation regagdmvalidity (seeparagraph 21, above), alleges
invalidity of all claims of the '504 patent.

34. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdimenforceabilitygeeparagraph 21, above),
does not allege unenforceability of the '504 patent

35. Even where asserted, the 2013 Notice Letter doegrowide the
full and detailed statement of Defendants’ factral legal basis to support their non-
infringement, invalidity, and/or unenforceabilitjemations as to the '504 patent.

36. Accordingly, the 2013 Notice Letter fails to compljth federal
statute, as specified in 21 U.S.C. 8§ 355(j), and\Flles and regulations, as specified in 21

C.F.R. § 314.95.
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37. Defendants have infringed the '504 patent unded 3&C.

8 271(e)(2) by filing their ANDA, seeking approvedm the FDA to engage in the commercial
manufacture, use, or sale of a drug claimed ingatent, or the use of which is claimed in the
this patent, prior to the expiration of the '504qyd.

38. Upon information and belief, the ANDA Product, goved, will
be administered to human patients in a therapéiytieffiective amount to inhibit gastric acid
secretion and for the treatment of gastrointestimfldmmatory diseases. Upon information and
belief, this administration will occur at Defendgiractive behest and with their intent,
knowledge, and encouragement. Upon informationtetiéf, Defendants will actively
encourage, aid, and abet this administration wiibtmkedge that it is in contravention of
Plaintiffs’ rights under the '504 patent.

39. Upon information and belief, the ANDA Product is@mponent of
the formulations patented in th&04 patent, is a material for use in practicingrttethods
patented in thé&504 patent, constitutes a material part of thogenhons, is especially made or
especially adapted for use in an infringement ef 894 patent, and is not a staple article or
commodity of commerce suitable for substantial nbimging use. Upon information and
belief, Defendants are aware that the ANDA Prodisb made or so adapted. Upon
information and belief, Defendants are aware thatANDA Product, if approved, will be used
in contravention of Plaintiffs’ rights under thed4 patent.

40. The 2013 Notice Letter does not allege and doesartess non-
infringement of any claim of the '504 patent. Bytaddressing non-infringement of any claim
of the '504 patent in their 2013 Notice Letter, Badants admit that the ANDA Product meets

all limitations of the non-addressed '504 pateatrob.
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41. The 2013 Notice Letter does not allege and doesdartess
unenforceability of the '504 patent. By not addieg unenforceability of the '504 patent in
their 2013 Notice Letter, Defendants admit that'8@= is enforceable.

42. Upon information and belief, the manufacture, asel sale of the

ANDA Product infringes the '504 patent claims.

SECOND CLAIM FOR RELIEF: '192 PATENT

43. Plaintiffs reallege paragraphs 1-27, above, astifath specifically
herein.

44. The '192 patent (copy attached as Exhibit B), EditMethod For
The Treatment Of Gastric Acid-Related Diseases Rratluction Of Medication Using (-)
Enantiomer Of Omeprazole,” was issued on Marcl9291o Astra Aktiebolag, upon
assignment from the inventors Per Lindberg and Wéeglolf. The patent was subsequently
assigned to AstraZeneca AB. The '192 patent clambsr alia, methods for treatment of gastric
acid related diseases by administering a theragaiytieffective amount of esomeprazole or
pharmaceutically acceptable salts thereof and rdstfar producing a medicament for such
treatment.

45. Plaintiff AstraZeneca AB has been and still is dohener of the '192
patent. The '192 patent will expire on May 27, 20and pediatric exclusivity relating to the
192 patent expires on November 27, 2014.

46. In the 2013 Notice Letter, Defendants notified Riiéfis that, as part

of their ANDA, they had filed a Paragraph IV cadi#tion with respect to the '192 patent.



Case 3:13-cv-01669-JAP-TJB Document 1 Filed 03/19/13 Page 11 of 23 PagelD: 11

47. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdion-infringementgeeparagraph 21, above),
does not allege non-infringement of any claim &f ttB2 patent.

48. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdmvalidity (seeparagraph 21, above), alleges
invalidity of all claims of the '192 patent.

49, The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdimenforceabilitygeeparagraph 21, above),
does not allege unenforceability of the '192 patent

50. Even where asserted, the 2013 Notice Letter doegrowide the
full and detailed statement of their factual arghldbases to support their non-infringement,
invalidity, and/or unenforceability allegationstaghe '192 patent.

51. Accordingly, the 2013 Notice Letter fails to compljth federal
statute, as specified in 21 U.S.C. 8§ 355(j), and\Flles and regulations, as specified in 21
C.F.R. § 314.95.

52. Defendants have infringed the '192 patent unded 3&C.

8 271(e)(2) by filing their ANDA, seeking approvedm the FDA to engage in the commercial
manufacture, use, or sale of a drug the use oftwikiclaimed in this patent, prior to the
expiration of the '192 patent.

53. Upon information and belief, the ANDA Product, goved, will
be administered to human patients in a therapéiytiefiective amount to treat gastric acid

related diseases by inhibiting gastric acid seaneti

10
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54. Upon information and belief, such administratiotl effect
decreased inter-individual variation in plasma IsAUC) during such treatment.

55. Upon information and belief, such treatment wifeef increased
average plasma levels (AUC) per dosage unit.

56. Upon information and belief, such treatment wifeet a less
pronounced increase in gastrin levels in slow naiaérs during such treatment.

57. Upon information and belief, such treatment wifeet decreased
CYP1A induction in slow metabolizers during suckatment.

58. Upon information and belief, such treatment wiltglan improved
antisecretory effect during such treatment.

59. Upon information and belief, such treatment wiltglan improved
clinical effect comprising accelerated rate of mgphnd accelerated rate of symptom relief
during such treatment.

60. Upon information and belief, the amount to be adstemed will be
between about 20 mg and about 40 mg total dailg dosing such treatment.

61. Upon information and belief, this administratiorlwiccur at
Defendants’ active behest and with their intengwedge, and encouragement. Upon
information and belief, Defendants will activelycenirage, aid, and abet this administration with
knowledge that it is in contravention of Plaintiffgghts under the '192 patent.

62. Upon information and belief, the ANDA Product isnaterial for
use in practicing the methods patented in" 182 patent, constitutes a material part of those
inventions, is especially made or especially adhfideuse in an infringement of th&92 patent,

and is not a staple article or commodity of comraesaitable for substantial noninfringing use.

11



Case 3:13-cv-01669-JAP-TJB Document 1 Filed 03/19/13 Page 13 of 23 PagelD: 13

Upon information and belief, Defendants are awhat the ANDA Product is so made or so
adapted. Upon information and belief, Defendartsaavare that the ANDA Product, if
approved, will be used in contravention of Plafstifights under the '192 patent.

63. The 2013 Notice Letter does not allege and doesartess non-
infringement of any claim of the 192 patent. Bytaddressing non-infringement of any claim
of the 192 patent in their 2013 Notice Letter, Badants admit that the ANDA Product meets
all limitations of the non-addressed '192 pateatrob.

64. The 2013 Notice Letter does not allege and doesdartess
unenforceability of the '192 patent. By not addieg unenforceability of the '192 patent in
their 2013 Notice Letter, Defendants admit that'1192 is enforceable.

65. Upon information and belief, the manufacture, as®l sale of the

ANDA Product infringes the '192 patent claims.

THIRD CLAIM FOR RELIEF: 085 PATENT

66. Plaintiffs reallege paragraphs 1-27, above, astifath specifically
herein.

67. The '085 patent (copy attached as Exhibit C), latitForm of S-
Omeprazole,” was issued on April 9, 2002 to Astretma AB, upon assignment from the
inventors Hanna Cotton, Anders Kronstrom, Anderst8ém, and Eva Moller. The '085 claims,
inter alia, esomeprazole magnesium salts and methods ofrprg@and using the claimed salts.

68. Plaintiff AstraZeneca AB has been and still is dwener of the '085
patent. The '085 patent will expire on May 25, 04nd pediatric exclusivity relating to the

'085 patent expires on November 25, 2018.

12
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69. In the 2013 Notice Letter, Defendants notified Rii#fis that, as part
of their ANDA, they had filed a Paragraph IV cadi#tion with respect to the '085 patent.

70. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagduon-infringementgeeparagraph 21, above),
alleges non-infringement of all the claims of tB85 patent.

71. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdmvalidity (seeparagraph 21, above), does
not allege invalidity of any claim of the '085 pate

72. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdimenforceabilitygeeparagraph 21, above),
does not allege unenforceability of the '085 patent

73. Even where asserted, the 2013 Notice Letter doegrowide the
full and detailed statement of Defendants’ facaral legal bases to support their non-
infringement allegations as to the '085 patent.

74. Accordingly, the 2013 Notice Letter fails to compWth federal
statute, as specified in 21 U.S.C. 8§ 355(j), and\Flles and regulations, as specified in 21
C.F.R. § 314.95.

75. Defendants have infringed the '085 patent unded 32C. § 271
(e)(2) by filing their ANDA, seeking approval frothe FDA to engage in the commercial
manufacture, use, or sale of a drug claimed ingatent, prior to the expiration of the ‘085
patent.

76. Upon information and belief, the ANDA Product, gaoved, will

be administered to human patients in a therapéiytiefhective amount to treat gastric acid

13
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related conditions. Upon information and belibfstadministration will occur at Defendants’
active behest and with their intent, knowledge, eancburagement. Upon information and
belief, Defendants will actively encourage, aid] abet this administration with knowledge that
it is in contravention of Plaintiffs’ rights und#re '085 patent.

77. Upon information and belief, the ANDA Product is@mponent of
the compounds patented in tf¥85 patent, is a material for use in practicingrttethods
patented in the 085 patent, constitutes a matpagl of those inventions, is especially made or
especially adapted for use in an infringement ef @85 patent, and is not a staple article or
commodity of commerce suitable for substantial nbimging use. Upon information and
belief, Defendants are aware that the ANDA Prodisb made or so adapted. Upon
information and belief, Defendants are aware thatANDA Product, if approved, will be used
in contravention of Plaintiffs’ rights under the8® patent.

78. The 2013 Notice Letter does not allege and doesdartess
invalidity of any claim of the '085 patent. By naddressing invalidity of any claim of the ‘085
patent in their 2013 Notice Letter, Defendants adhat the claims of the '085 are valid.

79. The 2013 Notice Letter does not allege and doesdartess
unenforceability of the '085 patent. By not addieg unenforceability of the '085 patent in
their 2013 Notice Letter, Defendants admit that' @85 is enforceable.

80. Upon information and belief, the manufacture, asel sale of the

ANDA Product infringes the '085 patent claims.

FOURTH CLAIM FOR RELIEF: '872 PATENT

81. Plaintiffs reallege paragraphs 1-27, above, astifath specifically

herein.

14
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82. The '872 patent (copy attached as Exhibit D), EditCompounds,”
was issued on April 5, 2005 to AstraZeneca AB, uagssignment from the inventors Per Lennart
Lindberg and Sverker Von Unge. The '872 patenttdainter alia, esomeprazole magnesium
salts.

83. Plaintiff AstraZeneca AB has been and still is tener of the '872
patent. The ‘872 patent will expire on May 27, 20and pediatric exclusivity relating to the
'872 patent expires on November 27, 2014.

84. In the 2013 Notice Letter, Defendants notified Rii#fis that, as part
of its ANDA, they had filed a Paragraph IV certdton with respect to the '872 patent.

85. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdion-infringementgeeparagraph 21, above),
does not allege non-infringement of any claim & ‘@72 patent.

86. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdmvalidity (seeparagraph 21, above), alleges
invalidity of all claims of the '872 patent.

87. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdimenforceabilitygeeparagraph 21, above),
does not allege unenforceability of the ‘872 patent

88. Even where asserted, the 2013 Notice Letter doegrowide the
full and detailed statement of Defendants’ facaral legal bases to support their non-

infringement, invalidity, and/or unenforceabilitjemgations as to the '872 patent.

15
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89. Accordingly, the 2013 Notice Letter fails to compljth federal
statute, as specified in 21 U.S.C. 8§ 355(j), and\Flles and regulations, as specified in 21
C.F.R. § 314.95.

90. Defendants have infringed the '872 patent unded3C. § 271
(e)(2) by filing their ANDA, seeking approval frothe FDA to engage in the commercial
manufacture, use, or sale of a drug claimed ingatent, prior to the expiration of the '872
patent.

91. Upon information and belief, the ANDA Product, goved, will
be administered to human patients at Defendantis’esloehest and with their intent, knowledge,
and encouragement. Upon information and beliefe#ants will actively encourage, aid, and
abet this administration with knowledge that iinsontravention of Plaintiffs’ rights under the
'872 patent.

92. Upon information and belief, the ANDA Product cantaa
component of the compounds patented in87@ patent, constitutes a material part of those
inventions, is especially made or especially adhfideuse in an infringement of th&72 patent,
and is not a staple article or commodity of comraesaitable for substantial noninfringing use.
Upon information and belief, Defendants are awhat the ANDA Product is so made or so
adapted. Upon information and belief, Defendartsaavare that the ANDA Product, if
approved, will be used in contravention of Plafstifights under the '872 patent.

93. The 2013 Notice Letter does not allege and doesartess non-
infringement of any claim of the 872 patent. Bytaddressing non-infringement of any claim
of the ‘872 patent in their 2013 Notice Letter, Baflants admit that the ANDA Product meets

all limitations of the non-addressed ‘872 pateatrok.

16
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94. The 2013 Notice Letter does not allege and doesdartess
unenforceability of the '872 patent. By not addieg unenforceability of the ‘872 patent in
their 2013 Notice Letter, Defendants admit that' 872 is enforceable.

95. Upon information and belief, the manufacture, as®l sale of the

ANDA Product infringes the '872 patent claims.

FIFTH CLAIM FOR RELIEF: 070 PATENT

96. Plaintiffs reallege paragraphs 1-27, above, astifath specifically
herein.

97. The '070 patent (copy attached as Exhibit E), latitForm of S-
Omeprazole,” was issued on August 12, 2008 to Zstnaca AB, upon assignment from the
inventors Hanna Cotton, Anders Kronstrom, Anderststa, and Eva Moller. The 070 patent
claims,inter alia, esomeprazole magnesium salts and processesfmrprg the claimed salts.

98. Plaintiff AstraZeneca AB has been and still is tener of the ‘070
patent. The ‘070 patent will expire on May 25, 0and pediatric exclusivity relating to the
'070 patent expires on November 25, 2018.

99. In the 2013 Notice Letter, Defendants notified Riifis that, as part
of their ANDA, they had filed a Paragraph IV cadi#tion with respect to the '070 patent.

100. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagduon-infringementgeeparagraph 21, above),
alleges non-infringement of all the claims of tB&0 patent.

101. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdmvalidity (seeparagraph 21, above), does

not allege invalidity of any claim of the '070 pate
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102. The 2013 Notice Letter, which is required by statand regulation
to provide a full and detailed explanation regagdimenforceabilitygeeparagraph 21, above),
does not allege unenforceability of the '070 patent

103. Even where asserted, the 2013 Notice Letter doegrowide the
full and detailed statement of Defendants’ facarad legal bases to support their non-
infringement, invalidity, and/or unenforceabilitjemgations as to the '070 patent.

104. Accordingly, the 2013 Notice Letter fails to compWth federal
statute, as specified in 21 U.S.C. 8§ 355(j), and\Flles and regulations, as specified in 21
C.F.R. § 314.95.

105. Defendants have infringed the '070 patent unded3&C. § 271
(e)(2) by filing their ANDA, seeking approval frothe FDA to engage in the commercial
manufacture, use, or sale of a drug claimed ingatent, prior to the expiration of the ‘070
patent.

106. Upon information and belief, the ANDA Product, goved, will
be administered to human patients at Defendantis’esloehest and with their intent, knowledge,
and encouragement. Upon information and beliefe#ants will actively encourage, aid, and
abet this administration with knowledge that iinontravention of Plaintiffs’ rights under the
'070 patent.

107. Upon information and belief, the ANDA Product cantaa
component of the compound patented in’0%0 patent, is a material for use in practicing the
methods patented in the '070 patent, constitutesterial part of those inventions, is especially
made or especially adapted for use in an infringgraéthe’070 patent, and is not a staple

article or commodity of commerce suitable for sahsal noninfringing use. Upon information

18



Case 3:13-cv-01669-JAP-TJB Document 1 Filed 03/19/13 Page 20 of 23 PagelD: 20

and belief, Defendants are aware that the ANDA &cbs so made or so adapted. Upon
information and belief, Defendants are aware thatANDA Product, if approved, will be used
in contravention of Plaintiffs’ rights under the7Q patent.

108. The 2013 Notice Letter does not allege and doesdartess
invalidity of any claim of the '070 patent. By natidressing invalidity of any claim of the '070
patent in their 2013 Notice Letter, Defendants adhat the claims of the '070 are valid.

1009. The 2013 Notice Letter does not allege and doesdartess
unenforceability of the '070 patent. By not addieg unenforceability of the ‘070 patent in
their 2013 Notice Letter, Defendants admit that' @7® patent is enforceable.

110. Upon information and belief, the manufacture, asel sale of the

ANDA Product infringes the '070 patent claims.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request thedaling relief:

(@  Ajudgment declaring that the effective date of approval of
Defendants’ ANDA No. 204358, filed under Sectiorb§pof the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. § 355(j)), for a drug prodealled “Esomeprazole Magnesium
Delayed Release Capsules, 40 mg” be a date natrehdn the later of November 25, 2018, the
expiration date of the last to expire of the pagentsuit that is infringed, and the expiration of
any exclusivity relating to such patent to whichiRliffs are or will become entitled;

(b) A judgment declaring that the '504, '192, '085, B&nd '070 patents

have been infringed by Defendants, and remain \addlenforceable;
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(© A judgment declaring that Defendants have not cadpkith the
requirements of 35 U.S.C. § 271(e)(2), 21 U.S.@5%(j)(2)(A)(vii)(1V), 21 U.S.C.

8 355())(2)(B)(iv), 21 C.F.R. § 314.94, and 21 LCS§ 314.95;

(d)  Ajudgment that Defendants’ defenses and claimsdief are limited to
those presented in the 2013 Notice Letter;

(e) A permanent injunction against any infringementiafendants, their
officers, agents, attorneys, employees, succesmoasassigns, and those acting in privity or
concert with them, of the '504, '192, 085, ‘872’070 patents;

() A judgment that Defendants’ infringement is wiltful

() Ajudgment that Defendants’ conduct is exceptional;

(h)  An award of attorney fees in this action under 35.Q. § 285;

(1) Costs and expenses in this action; and

()] Such other relief as this Court may deem just angqr.
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Respectfully Submitted,

Dated: March 19, 2013 By: s/John E. Flaherty
John E. Flaherty
Jonathan M.H. Short
McCARTER & ENGLISH, LLP
Four Gateway Center
100 Mulberry Street
Newark, New Jersey 07102
(973) 622-4444

Attorneys for Plaintiffs
ASTRAZENECA AB,
AKTIEBOLAGET HASSLE,
ASTRAZENECA LP, KBI INC
And KBI-E INC.

Of Counsel:

Henry J. Renk

Bruce C. Haas

Joshua |. Rothman
FITZPATRICK, CELLA, HARPER
& SCINTO

1290 Avenue of the Americas
New York, New York 10104-3800
(212) 218-2100

Einar Stole

COVINGTON & BURLING LLP
1201 Pennsylvania Avenue, N.W.
Washington, D.C. 20004-2401
(202) 662-6000
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CERTIFICATION PURSUANT TO L. CIV. R. 11.2

Pursuant to Local Civil Rule 11.2, | hereby certifat the matter in controversy is the
subject of the following actions:

ASTRAZENECA AB, AKTIEBOLAGET HASSLE, ASTRAZENECKRIRNC., and
KBI-E INC. v. HANMI USA, INC., HANMI PHARMACEUTICAIO., LTD., HANMI
FINE CHEMICAL CO., LTD., and HANMI HOLDINGS CO.,TC.A. No. 3:11-cv-
00760-JAP-TJB (District of New Jersey); and

ASTRAZENECA AB, AKTIEBOLAGET HASSLE, ASTRAZENECKRBIRNC., and
KBI-E INC. v. MYLAN LABORATORIES LTD. and MYLANG.INC.A. No. 3:12-cv-
01378-JAP-TJB (District of New Jersey).

Dated: March 19, 2013 By: _s/John E. Flaherty
John E. Flaherty
Jonathan M.H. Short
McCARTER & ENGLISH, LLP
Four Gateway Center
100 Mulberry Street
Newark, New Jersey 07102
(973) 622-4444

Attorneys for Plaintiffs
ASTRAZENECA AB,
AKTIEBOLAGET HASSLE,
ASTRAZENECA LP, KBI INC
And KBI-E INC.

Of Counsel:

Henry J. Renk

Bruce C. Haas

Joshua I. Rothman
FITZPATRICK, CELLA, HARPER
& SCINTO

1290 Avenue of the Americas
New York, New York 10104-3800
(212) 218-2100

Einar Stole

COVINGTON & BURLING LLP
1201 Pennsylvania Avenue, N.W.
Washington, D.C. 20004-2401
(202) 662-6000



