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COMPLAINT

Plaintiffs Shire LLC and Shire Development Inc. (collectively “Shire”), by its
undersigned attorneys, for its Complaint against defendant Sandoz Inc. (“Sandoz”) herein, allege

as follows:
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NATURE OF THE ACTION

1. This is an action for patent infringement arising under the patent laws of
the United States, Title 35, United States Code, involving United States Patent No. 7,105,486
(“the *486 patent”) (attached as Exhibit A heréto); United States Patent No. 7,223,735 (“the
7735 patent”) (attached as Exhibit B hereto); United States Patent No. 7,655,630 (“the >630
patent”) (attached as Exhibit C hereto); United States Patent No. 7,659,253 (“the *253 patent”)
(attached as Exhibit D hereto); United States Patent No. ‘7,659,254 (“the ’254 patent”)
(attached as ‘Exhibit E hereto); United States Patent No. 7,662,787 (“the 787 patent”)
(attached as Exhibit F hereto); United States Patent No. 7,671,030 (“the *030 patent”)
(attached as Exhibit G hereto); United States Patent No. 7,671,031 (“the 031 patent”)
(attached as Exhibit H hereto); United States Patent No. 7,674,774 (“the *774 paten )
(attached as Exhibit 1 hereto); United States Patent No. 7,678,770 (“the *770 patent”)
(attached as Exhibit J hefeto); United States Patent No. 7,678,771 (“the *771 patent™)
(attached as Exhibit K hereto); United States Patent No. 7,687,466 (“the ’466 patent”)
(attached és Exhibit L hereto); United States Patent No. 7,687,467 (“the 467 patent”)
(attached as Exhibit M hereto); United States Patent No.} 7,700,561 (“the *561 patent”)
(attached as Exhibit N hereto); United States Patent No. 7,718,619 (“the *619 patent™)
(attached as Exhibit O hereto); and United States Patent No. 7,723,305 (“the *305 patent”)
(attached as Exhibit P hereto).

THE PARTIES

2. Plaintiff Shire LLC is a corporation organized and existing under the laws
of the State of Kentucky, having a place of business at 9200 Brookfield Court, Florence,

Kentucky 41042.
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3. Plaintiff Shire Develépment Inc. is a corporation organized and existing
under the laws of the State of Delawarer, ha{/ing a place of business at 725 Chesterbrook
Boulevard, Wayne, Pennsylvania 19087.

4. Upon information and belief, Sandoz is a corporation organized and
existing under the laws of the State of Colorado, having its principal place of businesé at 506
Carnegie Center, Suite 400, Princeton, New Jersey 08540.

JURISDICTION AND VENUE

5. This Court has jurisdiction over the subject matter of this action pursuant
to 28 U.S.C. §§ 1331 and 1338(a).

6. This Court has personal jurisdiction over Sandoz. Sandoz has ‘submitted
to'personal jurisdiction in this Court because, inter alia, it resides, and is dbing business in
New Jersey. |

7. Venue is proper in this judicial district under 28 U.S.C. §§ 1391(b)
and (c), and § 1400(b).

FACTS AS TO ALL COUNTS

8. Shire Development Inc. is the owner of New Drug Application (“NDA”™)
No. 021977, which was approved by the FDA for the manufacture and sale of Vyvanse®.
Vyvanse® is the trade name for lisdexamfetamine dimesylate, 20 mg, 30 mg, 40 mg, 50 mg,
60 mg, and 70 mg capsules for oral administration and is approved for the treatment of
Attention Deficit Hyperactivity Disorder (“ADHD”).

9. Pursuant to 21 U.S.C. § 355(b)(1), the *486 patent, the *735 patent, the
’630 patent, the 253 patent, the 254 patent, the *787 patent, the *030 patent, the 031 .patent,
the 774 patent, the *770 patent, the *771 patent, the *466 patent; the *467 patent, the *561

patent, the 619 patent, and the ’305 patent (“the Patents-in-Suit”) are listed in FDA’s
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publication titled “Approved Drug Products with Therapeutic Equivalence Evaluations”
(commonly known és the “Orange Book™) as covering the Vyvanse® product.

10. Shire LLC has been assigned, and currently owns, the rights to each of the
Patents-in-Suit.

11. The 486 patent, titled “Abuse-Resistant Amphetamine Compounds,” was
duly and legally issued on September 12, 2006. The 486 patent is generally directed to
methods of treatment using L-lysine-d-amphetamine

12. The °735 patent, titled “Abuse Resistant Lysine Amphe‘tamihe
Compounds,” was duly and legally issued on May 29, 2007. The 735 patent is generally
directed to pharmaceutical compositions comprising L-lysine-d-amphetamine.

13. The ’630 patent, titled “Abuse-Resistant Amphetamine Prodrugs,” was

~ duly and legally issued on February 2, 2010. The 630 patent is generally directed to the
compound, L—Iysine-d—aﬁiphetamine dimesylate. |

14, The 253 patent, titled “Abuse-Resistant Amphetamine Prodrugs,” was
duly and legally issued on February 9, 2010. The °253 patent is generally directed to
crystalline lisdexamphetamine dimesyiate.

.15. The °254 patent, titled “Abuse-Resistant Amphetamine Prodrugs,” was
dﬁly and legally issued on February 9, 2010. The ’254 patent is generally directed to methods
of treatment comprising L-lysine-d-amphetamine. |

16. The °787 patent, titled “Abuse Resistant Lysine Amphetamine
Compounds™ was duly and legally issued on February 16, 2010. The *787 patent is generally
directed to L-lysine-d-amphetamine compounds.

17. The 030 patent, titled “Abuse-Resistant Amphetamine Prodrugs” was
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duly and legally issued on March 2, 2010. The 030 patent is generally directed to
compositions comprising L-lysine-d-amphetamine . |

18. The *031 patent, titled “Abuse-Resistant Amphetamine Prodrugs” was
duly and legally issued on March 2, 2010. The *031 patent is generally directed to methods of
delivering amphetamines.

19. The °774 patent, titled “Abuse-Resistant Amphetamine Prodrugs” was
duly and legally issued on March 9, 2010. The 774 patent is generally directed to
compositions comprising L-lysine-d-amphetamine.

20. The 770 patent, titled “ABuse-Resistant Amphetamine Prodrugs” Was
duly and legally issued on March 16, 2010. The *770 patent is generally directed to methods’
of treatment comprising L-lysine-d-amphetamine.

21. The 771 patent, titled “Abuse—Res.ista'nt Amphetamine Prodrugs” was
duly and legally issued on March 16, 2010. The >771 patent is generally directed to
compositiohs comprising L-lysine-d-amphetamine.

22. The 466 patent, titled “Abuse-Resistant Amphetamine Prodrugs” was
duly and legally issued on March 30, 2010. The ’466 patent is generally directed to
compositions comprising ‘L-lysine—d-amphetamine.

23. The ’467 patent, titled “Abuse-Resistant Amphetamine Prodrugs” was
duly and legally issued on March 30, 2010. The ’467 patent is generally directed to
compositions comprising L-lysine-d-amphetamine.

24. The 561 patent, titled “Abuse-Resistant Amphetamine Prodrugs” was
duly and legally issued on April 20, 2010. The ’561 patent is generally directed to

compositions comprising L—lysine—d-amphetamine.
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25. The ’619 patent, titled “Abuse-Resistant Amphetamine Prodrugs” was
duly and legally issued on May 18, 2010. The 619 patent is generally directed to
compositions comprising L-lysine-d-amphetamine.

26. The ’305 patent, titled “Abuse-Resistant Amphetamine Prodrugs” was
duly and legally issued on May 25, 2010. The 305 patent is generally directed to
compositions comprising L-lysine-d-amphetamine.

27. Sandoz prepared, submitted, and filed Abbreviated New Drug Application
(*ANDA”) No. 202836 (“the Sandoz ANDA”) to the FDA under § 505(j) of the Federal Food,
Drug, and Cosmetic Act (“FDCA”) (codified at 21 U.S.C. § 355(j)) seeking approval to
eﬁgage in the commercial manufacture, use, sale, offer for sale and/or importation of generic
lisdexamfetamine dimesylate capsﬁles, 20 mg, 30 mg, 40 mg, 50 mg, 60 mg, and 70 mg, for
oral administration (“the Sandoz Proposed Product™).

28. Sandoz sent a letter to Shire Pharmaceuticals Inc. purporting to provide
notification that th’e Sandoz | ANDA contains certiﬁcations under
21 U.S.C. § 355G)(2)(A)(viD)(IV) (a “paragraph IV certification”) with regard to the ’486
patent, the *735 patent, the 630 patent, the *253 patent, the *254 patent, the >787 patent, the
"030 patent, the *031 patent, the 774 patent, the 770 patent, the *771 patent, the *466 patent,
the *467 patent, the *561 patent, the *619 patent, and the 305 patent (“the Sandoz Notice
Letter”).

29. 21 U.S.C. § 355(3)(2)(B)(iv)(I) requires that a letter notifying a patent
holder of the filing of an' ANDA containing a paragraph IV certiﬁcatio‘n “include a detailed
statement of the factual and 1¢ga1 basis of the opinion of the applicant that the patent is invalid

~or will not be infringed.” Likewise, 21 C.F.R. § 314.95(c)(6) requires a paragraph IV
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notification to include “[a] detailed statement of the factual and legal basis of applicant’s
opinion that the patent is not valid, unenforceable, or will not be infringed.” The detailed
statement is to include “(i) [fJor each claim of a patent alleged not to be infringed, a full and
detailed explanation of why the claim is not infringed” and “(ii) [f]or each claim of a patent
alleged to be invalid or unehforceable, a full and detailed explanation of the grounds
supporting the allegation.” 21 C.F.R. §§ 314.95(c)(6)(i)-(ii).

| 30. The Sandoz Notice Letter does not assert non-infringement for each and
every claim of each and every patent for which Sandoz has made a paragraph IV certification.

31. The Sandoz Notice Letter does not provide a full and detailed explanation
of Sandoz’s factual and legal basis of invalidity and/or unenforceability for each and every
claim of each and every patent for which Sandoz has made a paragraph IV certification.

32. Pursuant to 21 U.S.C. § 355G)(5)(C)1)(IID), the Sandoz Notice Letter
contained an Offer of Confidential Access to the Sandoz ANDA. Despite purporting to offer
access to the Sandoz ANDA, Sandoz refused to prbvide a copy of the enﬁre ANDA and only
offered to provide one package insert. Sandoz further refused to provide samples of the
Sandoz Proposed Product.

FIRST COUNT
(Infringement of the *486 Patent by Sandoz)

33. Shire repeats and realleges each of the foregoing paragraphs as if fully set
forth herein.

34. Upon information and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

35. UpOn information and belief, Sandoz included a paragraph IV certification

to the *486 patent to obtain approval to engage in the commercial manufacture, use, sale, offer
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for sale and/or importation of the Sandoz Proposed Product before the expiration of the *486
patent.

36. Upon information and belief, Sandoz will commercially manufacture, sell,
offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

37. Upon information and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and regulations set . forth in
21 U.S.C. § 3550)(2)(B)’(iV)(H) and 21 C.F.R. § 314.95(c)(6).

38. The inclusion of a paragraph IV certiﬁcatibn to the *486 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the "486 patent is an act of infringement by Sandoz of one or r.nore claims of the
'486 patent under 35 U.S.C. § 271(6)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infringement.

39. Upon information and belief, Sandoz’s commercial manufacture, use, sale,
offer for sale and/or importation into the United States of the Sandoz Proposed Product that is
the subject of ANDA No. 202836 will infringe one or more claims of the *486 patent under 35
U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

40. Upon information and belief, Sandoz is aWare of the existence of the *486
patent and acted without a reasonable basis for believing that it would not be liable for
infringement of the "486 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

41. The acts of infringement set forth above will cause Shire irreparable harm
for which it has no adequate remedy at law, unless Sandoz is preliminarily and permanently

enjoined by this Court.
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"SECOND COUNT
(Infringement of the *735 Patent by Sandoz)

42. Shire repeats and realleges each of the foregoing paragraphs as if fully set
forth herein.

43. Upon information and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

44. Upon information and belief, Sandoz included a paragraph IV certification
to the *735 patent to obtain approval to engage in the commerciél manufacture, use, sale, offer
for sale and/or importation of the Sandoz Proposed Product before the expiration of the *735
pétent.

45. Upon information and belief, Sandoz will commercially manufacture, sell, -
offer for saie, and/or import the Sandoz Proposed Product upon FDA approval.

46. Upon information and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and regulations set forth in
21 U.S.C. § 355(G)(2)(B)(iv)(I]) and 21 C.F.R. § 314.95(c)(6).

47. The inclusion of a paragraph IV certification to the *735 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the *735 patent is an act of infringement by Sandoz of one or more claims of the
7735 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infringement.

48. Upon information and belief, Sandoz’s commercial manufacture, use, sale,
offer for sale and/or importation into the United States of the Sandoz Proposed Product that is

the subject of ANDA No. 202836 will infringe one or more claims of the *735 patent under 35
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U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

49. Upon information and behef, Sandoz is aware of the existence of the *735
patent and acted without a reasonable basis for believing that it would not be liable forv
infringement of the 735 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

50. The acts of infringement set forth above will cause Shire irreparable harm
for which it has no adequate remedy at law, uhless Sandoz is preliminarily and permanently
enjoined by this Court. |

THIRD COUNT
(Infringement of the 630 Patent by Sandoz)

51. Shire repeats and realleges each of the foregoihg paragraphs as if fully set
forth herein.

52. Upon information and belief, ‘Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

53. Upon information and belief, Sandoz included a paragraph IV certification
to the *630 patent to obtain approval to engage in the commercial manufacture, use, sale, offer
for sale and/or importation of the Sandoz Préposed Product before the expiration of the *630
patent.

54. Upon information and belief, Sandoz will commercially manufacture, sell,
offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

55. Uponvinfonnation and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and regulations set forth in
21 U.S.C. § 355()(2)(B)(iv)(II) and 21 C.F.R. § 314.95(c)(6).

56. The inclusion of a paragraph IV certification to the 630 patent in ANDA

No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,

10 -
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use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the *630 patent is an act of infringement by Sandoz of one or more claims of the
'630 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infringement. |

57. Upon information and belief, Sandoz’s commercial manufacture, use, sale,
offer for sale and/or importation into the United States of the Sandoz Proposed Product that is
the subject of ANDA No. 202836 will infringe one or more claims of the *630 patent, under
35 U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

58. Upon information and belief, Sandoz is aware of the existence of the *630
patent and acted without a reasonable basis for believing that it would not be liable for
infringement of the ’630 patent, thus rendering this case “exéeptional” under 35 U.S.C. § 285.

59. The acts of infn'ngemeﬁt set forth above’wﬂl cause Shire irreparable harm
for which it has no adequate femedy at law, unless Sandoz is preliminarily and permanently
enjoined by this Court.

FOURTH COUNT .
(Infringement of the °253 Patent by Sandoz)

60. Shire repeats and realleges‘ each of the foregoing paragraphs as if fully set
forth herein.

61. Upon information and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

62. Upon information and belief, Sandoz included a paragraph IV certification
to the °253 patent to obtain approval to engage in the commercial manufacture, use, sale, offer
for sale and/or importation of the Sandoz Proposed Product before the expiration of the "253

patent.

11
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63. Upon information and belief, Sandoz will commercially manufacture, sell,
offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

64. Upon informatbn and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and regulations set forth. in
21 U.S.C. § 355()(2)(B)(iv)ID) and 21 C.F.R. § 314.95(c)(6).

65. The inclusion of a paragraph IV certification to the *253 patent in ANDA

- No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the *253 patent is an act of infringement by Sandoz of one or more claims of the
"253 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by

- inducement and/or contributory infringement.

66. Upon information and belief, Sandoz’s commercial manufacture, use, sale,
offer for sale and/or importation into the United States of the Sandoz Proposed Product that is
the subject of ANDA No. 202836 will infringe one or more claims of the 253 patent, under
35U.8.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

67. Upon information and belief, Sandoz is aware of the existence of the *253
patent and acted ‘Wikthout a reasonable basis for believing that it would not be liable for
infringement of the 253 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

68. The acts of infringement set forth above will cause Shire irreparable harm
for which it has no adequate remedy at law, unless Sandoz is preliminarily and permanently
enjoined by this Court.

FIFTH COUNT
(Infringement of the *254 Patent by Sandoz)

69. Shire repeats and realleges each of the foregoing paragraphs as if fully set

12
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forth herein.

70. Upon information and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

71. Upon information and belief, Sandoz included a paragraph IV certification
to the *254 patent to obtain approval to engage in the commercial manufacture, use, sale, offer
for sale and/or importation of the Sandoz Proposed Product before the expiration of the °254
patent.

72. Upon information and belief, Sandoz will commercially manufacture, sell,
offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

73. Upon information and belief, és of the date of the Sandoz Notice Letter,
Sandoz = was éware | of the statutory }provisions and regulations set forth in
21 US.C. § 355(]')(2)(B)(iv)(H) and 21 C.F.R. § 314.95(c)(6).

74. The inclusion of a paragraph IV certification to the *254 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the *254 patent is an act of infringement by Sandoz of one or more claims of the
'254 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infringement.

75. Upon information and belief, Sandoz’s commercial manufacture, use, sale,
offer for sale and/or importation into the United States of the Sandoz Proposed Product that is
the subject of ANDA No. 202836 will infringe one or more claims of the ’254 patent, under
35U.8.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U;S.C. § 271(c).

76. Upon information and belief, Sandoz is aware of the existence of the 254

13
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patent and acted without a reasonable basis for believing that it would not be liable for
infringement of the *254 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

77. The acts of infringement set forth above will cause Shire irreparable harm
for which it has no adequate remedy at law, unless Sandoz is preliminarily and permanently
enjoined by this Court.

SIXTH COUNT
(Infringement of the *787 Patent by Sandoz)

78. Shire repeats and realleges each of the foregbing paragraphs as if fully set
forth herein.

79. Upon information and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale and/or distribution of the Sandoz Proposed Product. |

80. Upon information and belief, Sandoz included a paragraph IV certification
to the *787 patent to obtain approval to engage in the commercial manufacture, use, sale, offer
for sale and/or importation of the Sandoz Proposed Product before the expiration of the *787
patent.

81. Upon information and belief, Sandoz will commercially manufacture, sell,
offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

82. Upon information and belief, as of the date of the Sandoz Notice Letter,
Sandoz rwas aware of the statutory provisions and regulations set forth in
21 U.S.C. § 355(G)(2)(B)(iv)(II) and 21 C.F.R. § 314.95(c)(6). |

83. The inclusion of a paragrapﬁ IV certification to thé 787 pétént in ANDA
No. 202836 for the purpése of obtaining approval to engage in the commercial manufacture,
use, sale, offer for sale and/or ‘importgtion bf the Sandoz Proposed Product before the

expiration of the *787 patent is an act of infringement by Sandoz of one or more claims of the

14
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787 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributéry infringement.

84. Upon information and belief, Sansz’s commercial manufacture, use, sale,
offer for sale and/or importation into the United States of the Sandoz Proposed Product that is
thé subject of ANDA No. 202836 will infringe one or more claims of the *787 patent, under
35U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

85. Upon information and belief, Sandoz is aware of the existence of the *787
patent and acted without a reasonable basis for believing that it would not be Iiéble for
infringement of the *787 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

| 86. The acts of infringement set forth above will cause Shire irreparable harm
for which it has no adequate remedy at law, unless Sandoz is preliminarily and permanently
enjoined by thi$ Court.

SEVENTH COUNT
(Infringement of the *030 Patent by Sandoz)

87. Shire repeats and realleges each of the foregoing paragraphs as if fully set
forth herein.

88. Upon information and belief, Sandoz secks FDA approval for the
manufacture, marketing, sale, and/or distribution of th¢ Sandoz Proposed Product.

89. Upon information and belief, Sandoz included a paragraph IV certification
to the *030 patent to obtain approval to engage in the commercial manufacture, use, sale, offer
for sale and/or importation of the Sandoz Proposed Product befére the expiration of the 030
patent.

90. Up_o‘n information and belief, Sandoz will commercially manufacture, sell,

offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

15
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91. Upon information and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and regulations set forth in
21 U.S.C. § 355(G)(2)(B)(iv)(IT) and 21 C.F.R. § 314.95(c)(6).

92. The inclusion of a parégraph IV certification to the *030 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial mahﬁfacture,
use, sale, offer for sale‘ and/or importation of the Sandoz Proposed Product before the
e’xpiration of the *030 patent is an act of infringement by Sandoz of one or more claims of the
030 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infriﬁgement.

93. Upon information and belief, Sandoz’s commercial manufacture, use, sale,
offer for sale and/or importation into the United States of the Sandoz Proposed Product that is
the subject of ANDA No. 202836 will infringe one or more claims of the *030 patent, under
35U.8.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

94. Upon iﬁformatioﬁ and belief, Sandoz is aware of the existence of the 030
patent and acted without é reasonable basis for believing that it would not be liable for
infringement of the 030 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

95. The acts of infringement set forth above will cause Shire irreparable harm
for which it has no adequéte femedy at law, unless Sandoz is preliminarily and permanently

~enjoined by this Court.

EIGHTH COUNT
(Infringement of the *031 Patent by Sandoz)

96. Shiré repeats and realleges each of the foregoing paragraphs as if fully set
forth herein.

97. Upon information and belief, Sandoz seeks FDA approval for the

16
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manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

98. Upon information and belief, Sandoz included a paragraph IV certification
to the “031 patent to obtain approval to engage in the commercial manufacture, use; sale, offer
for sale and/or importation of the Sandoz Proposed Product before the expiration of the *031

_ patent.

99. Upon information and belief, Sandoz will commercially manufacture, sell,
offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

100. Upon information and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and ' regulations set forth in
21 U.S.C. § 355(G)(2)(B)(iv)(II) and 21 C.F.R. § 314.95(c)(6).

101. The inclusion of a paragraph IV certification to the *031 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,
use, sale, offer for éale and/or importation of the Sandoz Proposed Product before the
expiration of the 031 patent is an act of infringement by Sandoz of one or more claims of the
‘031 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, includjng by
inducement and/or contributory infringement.

102. Upon information and belief, Sandoz’s commercial manufacture, use,
sale, offer for sale and/or importation into the United States of the Sandoz Proposed Product
that is the subject of ANDA No. 202836 will infringe one or more claims of the *031 patent,
uhder 35U.8.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S‘C. § 271(¢).

103. Upon information and belief, Sandoz is aware of the existence of the
"031 patent and acted without a reasonable basis for believing that it would not be liable for

infringement of the 031 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.
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104. The acts of infringement set forth above will cause Shire irreparable
harm for which it has no adequate remedy at law, unless Sandoz is preliminarily and
permanently enjoined by this Court.

NINTH COUNT
(Infringement of the 774 Patent by Sandoz)

105. Shire repeats and realleges each of the foregoing paragraphs as if fully
set forth herein.

106. Upon information and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

107. Upon information and belief, Sandoz included a paragraph IV
certification to the *774 patent to obtain approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the 774 patent.

108. Upon information and belief, Sandoz will commercially ménufacture,
sell, offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

109. Upon information and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and regulations set forth in

| 21 U.S.C. § 355()(2)(B)(iv)(I) and 21 C.F.R. § 314.95(c)(6).
| 110. The inclusion of a paragraph IV certification to the *774 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Pfoduct before the
expiration of the *774 patent is an act of infringement by Sandoz of one or more claims of the
774 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by

inducement and/or contributory infringement.
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111. Upon information and belief, Sandoz’s commercial manufacture, use,
sale, offer for sale and/or importation into the United States of the Sandoz Proposed Product
that is the subject of ANDA No. 202836 will infringe one or more élaims of the *774 patent,

‘under 35U.8.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

112. Upon information and belief, Sandoz is aware of the existence of the
774 patent and acted without a reasonable basis for believing that it would not be liable for
infringement of the *774 patent, thus rendering this case “exceptional” under 35 U.S.C. §285.

113. The acts of infringemeﬁt set forth above will cause Shire irreparable
harm for whiéh it has no adequate remedy at law‘, unless Sandoz is preliminarily and
berrhanenﬂy enjoined by this Court.

TENTH COUNT
(Infringement of the *770 Patent by Sandoz)

1>14. Shire repeats and realleges each of the foregoing paragraphs as if fully
set forth herein.

115. Uioon information and belief, Sandoz seecks FDA approval for the
maﬁufacture, marketing, sale, and/or distribution of the Sandoz Propqsed Produc;t.

116. Upon information and belief, Sandoz included a paragraph IV
certification to the *770 patent to obtain approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the ’770 patent.

117. Upon information and belief, Sandoz will commercially manufacture,
sell, offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

118. Upon information and belief, as of the date of the Sandoz Notice Letter,

Sandoz was aware of the statutory provisions and regulations set forth in

19



Case 3:11-cv-03787-PGS -LHG Document 1  Filed 06/30/11 Page 20 of 49 PagelD: 20

21 U.S.C. § 355()(2)(B)(iv)(Il) and 21 C.F.R. § 314.95(c)(6).

119. The inclusion of a paragraph IV certification to the *770 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial maﬁufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the 770 patent is an act of infringement by Sandoz of one or more claims of the
770 ’patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infringement.

120. Upon 'information and belief, Sandoz’s commerciai manufacture, use,
sale, offer for sale and/or importation into the United Stafes of the Sandoz Proposed Product
that is the subject of ANDA No. 202836 will infringe one or more claims of the *770 pateﬁt,
under 35 U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

121. Upon information and belief, Sandoz is aware of the existence of the
770 patent and acted without a reasonable basis for believing that it would not be liable for
infringement of the *770 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

122. The acts of inﬁihgement set forth above will cause Shire irreparable
harm for which it has no adequate réniedy at law, unless Sandoz is preliminarily and
permanently enjoined by this Court.

_ ELEVENTH COUNT
(Infringement of the 771 Patent by Sandoz)

 123. Shire repeats and realleges each of the foregoing paragraphs as if fully
set forth herein.
124. Upon information and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Propos.ed Product.

125. Upon iﬁformation and belief, Sandoz included a paragraph IV
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certification to the *771 patent to obtain approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the *771 patent.

126. Upon information and belief, Sandoz will commercially manufacture,
sell, offer for sale, and/or import ‘;he Sandoz Proposed Product upon FDA approval.

127. Upon information and belief, as of the date of the Sandoz Notice Letter,
Sandoz was ~aware of the statutory provisions and regulations set forth in
21 US.C. § 355(3)(2)(B)(Av)(ID) and 21 C.F.R. § 314.95(¢c)(6).

128. The inclusion of a paragraph IV certiﬁcation to the *771 patent in ANDA
No. 202836 for the purpose of obtainihg approval to engage in the commercial manufacture,
ﬁse, sale, offer for sale and/or importation of the Sandoz Proposed Prolduct before the
expiration of the *771 patent is an act of infringement by Sandoz of one or more claims of the
771 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infringement.

129. Upon information and belief, Sandoz’s commercial manufacture, use,
saie, offer for sale and/or importation into the United States of the Sandoz Proposed Product
that is the subject of ANDA No. 202836 will infringe one or more claims of the *771 patent,
under 35 U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

130. Upon information and belief, Sandoz is aware of the existence of the
7771 patent and acted without a reasonable basis for believing that it would not be liable for
infringement of the *771 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

131. The acts of infringement set forth above will cause Shire irreparable

harm for which it has no adequate remedy at law, unless Sandoz is preliminarily and
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permanently enjoined by this Court.

TWELFTH COUNT
(Infringement of the 466 Patent by Sandoz)

132. Shire repeats and realleges each of the foregoing paragraphs as if fully
set forth herein.

133. Upon iﬁformation and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

134, Upon information and belief, Sandoz included a paragraph 1V
certification to the 466 patent to obtain approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the *466 patent.

135. Upon information and belief, Sandoz will commercially‘ manufacture,
sell, offer for sale, and/or import the Sandoz Proposed Product upon FDA approval. '

136. Upon information and 'belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statufory provisions and regulations set forth in 21 U.S.C. §
3553)(2)(B)(Av)(Il) and 21 C.F.R. § 314.95(¢c)(6).

137. The inclusion of a paragraph IV certification to the *466 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the 466 patent is an acf of infringement by Sandoz of one or more claims of the
’466 patent under 35 U.S.C. § 271(6)(2)(}\) directly and/or indirectly, including by
inducement and/or contributory infringement.

138. Upon infonnation and belief, Sandoz’s commercial manufacture, use,

sale, offer for sale and/or importation into the United States of the Sandoz Proposed Product
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that is the subject of ANDA No. 202836 will infringe one or more claims of the "466 patent,
under 35 U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

139. Upon information and belief, Sandoz is aware of the existence of the
"466 patent and acted without a reasonable basis for believing that it would not be liable for
infringement of the 466 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

140. The acts of infringement set forth above will cause Shire irreparable
harm for which it has no adequate remedy at law, unless Sandoz is preliininarily and
permanently enjoined by this Court.

THIRTEENTH COUNT
(Infringement of the 467 Patent by Sandoz)

141. Shire repeats and realleges each of the foregoing paragraphs as if fully
set forth herein. |

142. Upon information and- belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Propésed Product.
| 143. Upon information and belief, Sandoz included a paragraph IV
-certiﬁcation to the 467 patent to obtain approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the *467 patent.

144. Upon information and belief, Sandoz will commercially manufacture,
sell, offer for sale, and/or import the Sandoz Proposed Product upon FDA approval. -

'145. Upon information and belief, as of thé date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and regulations set forth in
21 U.S.C. § 355(3)(2)(B)(iv)(II) and 21 C.F.R. § 314.95(c)(6). |

146. The inclusion of a paragraph IV certification to the *467 patent in ANDA
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No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the "467 patent is an act of infringement by Sandoz of one or more claims of the
'467 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infringement.

147. Upon information and belief, Sandoz’s commercial manufacture, use,
sale, offer for sale and/or importation into the United States of the Sandoz Proposed Product
that is the subject of ANDA No. 202836 will infringe one or more claims of the *467 patent,
under 35 U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c). |

148. Upon information and belief, Sandoz is aware of the existence of the
"467 patent and acted without & reasonable basis for believing that it would not be liable for
infringement of the "467 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

149. The acts of infringement set forth above will cause Shire irreparable
harm for which it has no adequate remedy at law, unless Sandoz is preliminarily and
permanently enjoined by this Court.

FOURTEENTH COUNT
(Infringement of the *561 Patent by Sandoz)

150. Shire repeats and realleges each of the foregoing paragraphs as if fully
set forth herein.

151. Upon information and belief, Sandoz secks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

152. Upon information and belief, Sandoz included a paragraph IV
certification to the 561 patent to obtain approval to engage in the commercial manufacture,

use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
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expiration of the 561 patent.

153. Upon information and belief, Sandoz will commercially manufacture,
sell, offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

154. Upon information and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions' and regulations set forth in
21 U.S.C. § 355(G)(2)(B)(iv)(II) and 21 C.F.R. § 314.95(c)(6).

155. The inclusion of a paragraph IV certification to the *561 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importatiori of the Sandoz Proposed Product before the
expiration of the 561 patent is an act of infringement by Sandoz of one or more claims of the
"561 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by |
inducement and/or contributory infringement.

156. Upon information and belief, Sandoz’s commercial maﬁufacture, use,
sale, offer for sale and/or importation into the United States of the Sandoz Proposed Product
that is the subject of ANDA No. 202836 will infringe one or more claimé of the ’561 patent,
under 35 U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

157. Upon information and belief, Sandoz is aware of the existence of the
"561 patent and acted without a reasonable basis for believing that it would ﬁot be liable for
infringement of the *561 pafent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

158. The acts of infringement set forth above will cause Shire irreparable
harm for which it has no adequate remedy at law, unless Sandoz is preliminarily and
permanently enjoined by this Court.

FIFTEENTH COUNT
(Infringement of the *619 Patent by Sandoz)
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159. " Shire repeats and realleges each of the foregoing paragraphs as if fully
set forth herein. |

160. Upon information and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

l61l. Upon information and belief, Sandoz included a paragraph IV
certification to the ’619 pateﬁt to obtain approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before thé
expiration of the 619 patent.

162. Upon information and belief, Sandoz will commercially manufacture,
sell, offer for sale, and/or import the Sandoz Proposed Product upon FDA approval.

163. Upbn iformation and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and regulations set forth in
21 U.S.C. § 355()(2)(B)(iv)(II) and 21 C.F.R. § 314.95(c)(6).

164. The inclusion of a paragraph IV certification to the *619 patent in ANDA _
No. 202836 for the purpose of obtaining approval to eﬁgage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the 619 patent is an act of infringement by Sandoz of one or more claims of the
'619 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infringement.

165. Upon information and belief, Sandoz’s commercial manufacture, use,
sale, offer for sale and/or 1mp0rtat10n into the United States of the Sandoz Proposed Product
that is the subject of ANDA No. 202836 will infringe one or more claims of the *619 patent,

under 35 U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).
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166. Upon information and belief, Sandoz is aware of the existence of the
"619 patent and acted without a reasonable basis for believing that it would not be liable for
infringément of the *619 patent, thus rendering this case “exceptional” under 35 U.S.C. § 285.

167. The acts of infringement set forth above will cause Shire irreparable
harm for which it has no adequate remedy at law, unless Sandoz is preliminarily and
permanently enjoined by this Court.

SIXTEENTH COUNT
(Infringement of the *305 Patent by Sandoz)

168. Shire repeats and realleges each of the foregoing paragraphs as if fully
set forth herein.

169. Upon information and belief, Sandoz seeks FDA approval for the
manufacture, marketing, sale, and/or distribution of the Sandoz Proposed Product.

170. Upon information and belief, Sandoz‘ included a paragraph IV
certification to the *305 patent to obtain approval to engage in the commercial manufacture,
use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
expiration of the *305 patent.

171. Upon information and belief, Sandoz will commercially manufacture,
sell, offer for sale, and/or import the Sandoz Propdsed Product upon FDA approval.

172. Upon information and belief, as of the date of the Sandoz Notice Letter,
Sandoz was aware of the statutory provisions and regulations set forth in
21 U.S.C. § 355()(2)(B)(iv)(I) aﬁd 21 CFR.§ 314.95(0)(6).

173. The inclusion of a paragraph IV certification to the *305 patent in ANDA
No. 202836 for the purpose of obtaining approval to engage in the commercial manufacture,

use, sale, offer for sale and/or importation of the Sandoz Proposed Product before the
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expiration of the *305 patent is an act of infringement by Sandoz of one or more claims of the
’305 patent under 35 U.S.C. §271(e)(2)(A) directly and/or indirectly, including by
inducement and/or contributory infringement. |

174. Upon information and belief, Sandoz’s commercial manufacture, use,
sale, offer for sale and/or importation into the United States of the Sandoz Proposed Product
that is the subject of ANDA No. 202836 will infringe one or more claims of the 305 patent,
under 35 U.S.C. § 271(a), 35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c).

| 175. Upon information and belief, Sandoz is aware of the existence of vthe.

’305 patent and acted without a reasonable basis for believing that it would not be liable for
infringement of the *305 patent, thus rendering this case “exceptipnal” under 35 U.S.C.-§ 285.

176. The acts of infringement set forth above will cause Shire irreparablé
harm for which it has no adequate remedy at law, unless Sandoz is preliminarily and
.permanently enjoined by this Court.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff respecffully requests the following relief:

1. A judgment declaring that the 486 patent is valid and enforceable;

ii. A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
submiséion to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the 'commercial manufacture, use, sale, offer for sale and/or importation in
the United States of the product that is the subject of ANDA No. 202836 was an act of |
infringement of the *486 patent by Sandoz directly and/or indirectly; including by inducement
and/or contributory infringement; -

iii. A judgment declaring that, pursuant to 35 U.S.C. § 271(a),
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35 U.S.C. § 271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for
sale and/or importation in the Unitéd States of the product that is the subject 'of ANDA No.
202836 prior to the expiration of the "486 patent, including any regulatory extensions, will
constitute an act of infringement by Sandoz directly and/or indirectly, including by inducement
and/or contributory infringement;

iv.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *486 patent ‘expires including any regulatory extensions;

v. A judgment pursuant to 35 U.S.C. § 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or prifzity with them or any of them, from
engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the *486
patent including any regulatory extensions;

vi. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the *486
patent;

vii. A judgment declaring that infringement of the *486 patent is willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the *486 patent;

viii. A judgment declaring fhat the *735 patent is valid and enforceable;

ix. A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
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submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or importation in
the United States of the product that is the subject of ANDA No. 202836 was an act of
infringement of the *735 patent by Sandoz directly and/or indirectly, including by inducement
and/or contributory infringement;

X. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35 U.S.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the *735 patent, including any regulatory extensions, will constitute an act »of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
infringement;

xi.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *735 patent expires including any regulatory extensions; |

xil. A judgment pursuant to 35 US.C. § 271(e)(4)(B) preliminarily aﬁd
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation‘or privity with them or any of them, from
engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the *735
patent including any regulatory extensions;

xiii. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell

and/or imports any product that is the subject of ANDA No. 202836 that infringes the *735
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patent;

xiv. A judgment declaring that infringement of the *735 patent is willful if Sandoz
commercially manufactures, uses, sells, foers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the *735 patent;

xv. A judgment declaring that the *630 patent is valid and enforceable;

XVI. | A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), thé
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or importation in
the United States of the product that is the subject of ANDA No. 202836 Waé an act of
infringement of the *630 patent by Sandoz directly and/or indirectly, including by inducement
and/or contributory infringement; |

xvii. A judgment declaring that, pﬁrsuant to 35 U.S.C. § 271(a), 35 U.S.C. §
271(b), and/or 35 U.S.C. § 271(c); the commercial manufactﬁre, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the *630 pateht, including any regulatory extensions, will constitute an act of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
inﬁingement; ’

xviii.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall b‘e no earlier than the date
on which the *630 pétent expires including any regulatory extensions;

xix. A judgment purswant to 35 U.S.C. § 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and

those persons in active concert or participation or privity with them or any of them, from
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engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the *630
patent including any regulatory extensions;

XX. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the 630
patent;

xxi. A judgﬁaent declaring that infringemént of the *630 patent ié willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the *630 patent;

xxii. A judgment declaring that the 253 patent is valid and enforceable;

xxiii. A judgmént declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or imﬁortatioﬁ in
the United States of the product that is the subject of ANDA No. 202836 was an act of
infringement of the *253 patent by Sandoz directly and/or indirectly, including by inducement
and/or contributory infringement;

xxiv. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35 US.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the *253 patent, including any regulatory extensions, will constitute an act of
rinﬁingement by Sandoz directly and/or indirectly, including by inducement and/or contributory

infringement;
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xxv.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *253 patent expires including any regulatory extensions;

XXVI. kA judgment pursuant to 35 US.C. § 271(e)(4)(B) preliminarily and
permanently enjoiniﬂg Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or privity With them or any of them, from
engaging in the commércial manufacture,‘use, sale, offer to sale and/or importation in the United
Statés of the product that is the subject of ANDA No. 202836 until thé expiration of the *253
patent including any regulatory extensions;

| xxvii. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the *253
patent;

xxviii. A judgment declaring that infringement of the 253 pe&ent 1s willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the *253 patent;

xxix. A judgment declaring that the 254 patent ils valid and ehforceable;

XXX. A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the

| submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certiﬁcation té
obtain approval for the commerciél manufacture, use, sale, offer for sale and/or importation in
the United States of the product that is the subject of ANDA No. 202836 was an act of
infringement of the *254 patent by Sandoz directly and/or indirectly, including by inducement

and/or contributory infringement;
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xxxi. A judgment declaring that, pursﬁant to 35 U.S.C. § 271(a), 35 U.S.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the "254 patent, including any regulatory extensions, will constitute an act of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
" infringement;

.xxxii. An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *254 patent expires including any regulatory extensions;

xxxiii. A judgment pursuant to 35 U.S.C. § 271(6)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agenfs, servants, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, from
engaging in the commercial manufacture, usé, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the *254
patent including any regulatory extensions;

xxxiv‘. A judgment awarding Shire démages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the ’254
patent; |

xxxv. A judgment declaring that infringement of the *254 patent is willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the 254 patent;

xxxvi. A judgment declaring that the *787 patent is valid and enforceable;
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xxxvil. A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or importation iﬁ
the United States of the product that is the subject of ANDA No>. 202836 was an act of
infringement of the *787 patent by Sandoz directly and/or indirectly, including by inducement
and/or contributory infringement;

xxxviii. A judgment declaring that, pursuant to 35 US.C. § 271(a), 35 US.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the *787 patent, including any regulatory extensions, will constitute an act of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
infringement;

xxxix.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *787 patent expires iﬁcluding any regulatory extensions;

xl. A judgment pursuant to 35 US.C. § 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their dfﬁcers, agents, servénts, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, from
engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the *787
patent including any regulatory extensioﬁs;

xli. A judgment awarding Shire damages or other monetary relief, pursuant to 35

U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
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and/or imports any product that is the subject rof ANDA No. 202836 that infringes the 787
patent;

xlii. A judgment declaring that infringement of the *787 patent is willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the *787 patent;

xliii. A judgment declaring that the *030 patent is valid and enforceable;

xliv. A judgment declaring that, puréuant to 35 US.C. § 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or importation in
the United States of the‘ product that is the subject of ANDA No. 202836 was an act of
infringement of the 030 patent by Sandoz directly and/or indire¢t1y, including by inducement
and/or contributory infringement;

xlv. A judgment declaﬁng that, pursuant to 35 U.S.C. § 271(a), 35 U.S.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the *030 patent, including any regulatory extensions, will constitute an act of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
infringement;

xlvi.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *030 patent expires including any regulatory extensions; |

xlvii. A judgment pursuant to 35 U.S.C. § 271(e)(4)(B) preliminarily and

permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
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those persons in active concert or participation or privity with them or any of them, from
engaging in the cqmmercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product fhat is the subject of ANDA No.‘202836v until the expiration of the ’030.
patent including any regulatory extensions; | |

xlviii. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures,‘uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the *030
patent;

~ xlix. A judgment declaring that infringement of thé ’030 patent is willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that’infringes.the ’030 patent; |

L. A judgment declaring that the 031 patent is valid aﬁd enforceable;

li. A judgment declarjng that, pursuant to 35 U.S.C. § 271(6)(25(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or ifnportation in
the United States of the product that is the subject of ANDA No. 202836 was an act Qf
infringement of the *031 patent by Sandoz directly and/or indirectly, inéluding by inducement
and/ér contributory infringement;

lii. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35 U.S.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/’or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the 031 patent, including any regulatory extensions, will constitute an act of

infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
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infringement;

- liii.  An order that, pursuant to 35 U.S.C. § 27 1(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the 031 patent expires including any regulatory extensioné;

HV. A judgmenf pursuant to 35 US.C. § 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, from
engaging in the commercial manufacture, use, sale, offer to séle and/or importation in the United
States of the product that is the sﬁbject of ANDA No. 202836 until the expiration of the *031
patent including any regulatory‘extensions;

lv. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the 031
patent; |

lvi. A judgment declaring that infringement of the 031 patent is willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the 031 patent;

~lvii. A judgment declaring that the *774 patent is valid and enforceable;

lviii. A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manﬁfacture, use, sale, offer for sale and/or importation in
the United States of the product that is thé subject of ANDA No. 202836 was an act of

infringement of the *774 patent by Sandoz directly and/or indirectly, including by inducement
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and/or contributory infringement;

lix. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35 U.S.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the *774 patent, including any regulatory extensions, will constitute an act of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory h
infringement;

Ix.  An order that, pursuant td 35 U.S.C. § 271(5)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *774 patent expires including any regulatory extensions;

Ixi. A judgment pursuant to 35 U.S.C. § 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, fr‘om-
engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the *774
patent including any regulatory extensions;

Ixii. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commefciaﬂy manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the *774
patent; |

Ixiii. A judgment declaring that infringement of the *774 patent is willful if Sandoz
commercially manufactufes, uses, sells, offers to sell and/or imports any product that is the

subject of ANDA No. 202836 that infringes the *774 patent;
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Ixiv. A judgment declaring that the *770 patent is valid and enforceable;

Ixv. A judgment declaring that, pursuanf to 35 U.S.C. § 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or importation in
’Lhe United States of the product that is the subject of ANDA No. 202836 was an act of
infringement of the *770 patent by Sandoz directly and/or indirectly, including by inducement

' and/or contributory infringement;

Ixvi. A judgment declaring that,v pursuant to 35 U.S.C. § 271(a), 35 U.S.C. §
271(b), and/or 35 U.S.C. § 271(0), thé commercial manufacture, use, sale, offer for sale and/or
importation in the United States of thé product that is the subject of ANDA No. 202836 prior to
the expiration of the *770 patent, including any regulatory extensions, will constitute an act of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
infringement;

Ixvii.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *770 patent expires including any regulatory extensions;

Ixviii. A judgment pursuant to 35 US.C. § 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, from
engaging ‘in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the *770
patent including any regulatory extensions; |

- Ixix. A judgment awarding Shire damages or other monetary relief, pursuant to 35
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U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the >770
patent;

Ixx. A judgment declaring that infringement of the 770 patent is willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or inﬁports any product that is the
subject of ANDA No. 202836 that infringes the >770 patent;

Ixxi. A judgment declaring that the *771 patent is valid and enforceable;

Ixxii. A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or importation in
the United Sfates of the product that is the subject of ANDA No. 202836 was an act of
infringement of the *771 patent by .Sandoz directly and/or indirectly, including by inducement
and/or contributory infringement;

| Ixxiii. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35 U.S.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the *771 patent, including any regulatory extensions, will constitute an act of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
infringement;

Ixxiv. An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *771 patent expires including‘ any regulatory extensions;

Ixxv. A judgment pursuant to 35 U.S.C. § 271(e)(4)(B) preliminarily and
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permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, from
engaging in the commércial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subjéct of ANDA No. 202836 until the expiration of the *771
patent including any regulatory extensions;

Ixxvi. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the 771
' patent;

Ixxvii. A judgment declaring that infringement of the *771 patent is Willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the *771 patent;

Ixxviii. A judgment declaring that the *466 patent is valid and enforceable;

Ixxix. A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or importation in
the United States of the product that is the subject of ANDA No. 202836 was an act of
infringement of the *466 patent by Sandoz directly and/or indirectly, including by inducement
and/or contn'butory infringement;
| Ixxx. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35 US.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to

the expiration of the *466 patent, including any regulatory extensions, will constitute an act of
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infringement by Sandoz directly énd/or indirectly, including by inducement and/or contributory
infringement;

Ixxxi.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no eérlier than the date
on which the *466 patent expires including any regulatory extensions;

Ixxxii. A judgment pursuant to 35 U.S.C. § 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, from
engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of fhe product that is the subject of ANDA No. 202836 until the expiraﬁon of the *466
patent including any regulatory extensions;

Ixxxiil. A judgment awafding Shire damagesAor other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the ’466
patent;

Ixxxiv. A judgment declaring that infringement of the 466 paten’t is \%/illful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the 466 patent;

Ixxxv. A judgment declaring that the 467 patent is valid and enforceable;

Ixxxvi. A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commermal manufacture, use, sale, offer for sale and/or 1mp0rtat10n in

the United States of the product that is the subject of ANDA No. 202836 was an act of
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infringement of the 467 patent by Sandoz directly and/or indirectly, including by inducement
and/or contributory infringement;

Ixxxvii. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35 US.C. §
271(b), and/or 35 U.S.C. § 271(c), the‘ commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration ,Of the *467 patent, including any regulatory extensions, will constitute an act of

infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
inffingement; |

Ixxxviii.  An order that, pursuant to 3SVU.S.C. § 271(e)(4)(A), the effecfive date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *467 patent expires including any fegulatory extensions;

Ixxxix. A judgment pﬁrsuant to 35 US.C. § 271(e)(4)(B) preliminarily and
pennanehtly enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, from
engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the 467
patent including any regulatory extensions;

Xc. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the *467
patent;

xci. A judgment declaring that infringement of the 467 patent is willful if Sandoi

commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
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subject of ANDA No. 202836 that infringes fhe ’467 patent;

xcil. A judgment declaring that the *561 patent is valid and enforceable;

xciii. A judgment declaring that, pursuant to 35 U.S.C. § | 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or importation in
the United States of the product that is the subject of ANDA No. 202836 was an bact of
infringement of the *561 patent by Sandoz directly and/or indirectly, including by inducement
and/or contributory infm’ngement;

xciv. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35 US.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture,‘ use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the *561 patent, including any regulatory extensions, will constitute an act of
infringement by Sahdoz directly and/or indirectly, including by inducement and/or contributory
infringement;

xev.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the *561 patent expires including any regulatory extensions;

xevi. A judgment pursuant to 35 U.S.C. § 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, from
engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
Statés of the product that is the subject of ANDA No. 202836 until the expiration of the *561

patent including any regulatory extensions;
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xcvil, A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the *561
patent;
xeviil. A judgment declaring that infringement of the *561 patent is willful if Sandoz |
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the *561 patent;
xcix. A judgment declaring that the *619 patent is valid and enforceable;
¢. A judgment declaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
submission to the FDA and filing of ANDA No. 202836 with a péragraph IV certification to
obtain approval for the commercial Iﬁanufacture, use, sale, offer for sale and/or importation in
the United States of the product that is the subject of ANDA No. 202836 was an act of
infringement of the 619 patent by Sandoz directly and/or indirectly, including by inducement
and/or contributory infringement;
cl. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35’ US.C. §
271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or
importation in the United States of the product that is the subject of ANDA No. 202836 prior to
the expiration of the 619 patent, including any regﬁlatery extensions, will constitute an act of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
infringement;
cii.  An order that, pursuant to 35 US.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no carlier than the date

on which the *619 patent expires including any regulatory extensions;
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ciii. A judgment pursuant to 35 U.S.C. -§ 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participaﬁon or privity with them or any of them, from
engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the 619
patent including any regulatory extensions;

civ. A judgment awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the *619
-patent;

cv. A judgment declaring that infringement of the 619 patent is willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the *619 patent;

cvi. A judgmeﬁt declaring that the *305 patent is valid and enforceable; |

cvii. A judgment déclaring that, pursuant to 35 U.S.C. § 271(e)(2)(A), the
sﬁbmission to the FDA and filing of ANDA No. 202836 with a paragraph IV certification to
obtain approval for the commercial manufacture, use, sale, offer for sale and/or importation in
the United States of the product that is the subject of ANDA No. 202836 was an act of
infm’ngément of the *305 patent by Sandoz directly and/or indirectly, including by inducement
and/or contributory infringement;

cviil. A judgment declaring that, pursuant to 35 U.S.C. § 271(a), 35 U.S.C. §

271(b), and/or 35 U.S.C. § 271(c), the commercial manufacture, use, sale, offer for sale and/or

“importation in the United States of the product that is the subject of ANDA No. 202836 prior to
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the expiration of the *305 patent, including any regulatory extensions, will constitute an act of
infringement by Sandoz directly and/or indirectly, including by inducement and/or contributory
infringement;

cix.  An order that, pursuant to 35 U.S.C. § 271(e)(4)(A), the effective date of any
approval of the product that is the subject of ANDA No. 202836 shall be no earlier than the date
on which the 305 patent expires including any regulatory extensions;

cX. A judgment pursuant to 35 U.S.C. § 271(e)(4)(B) preliminarily and
permanently enjoining Sandoz and their officers, agents, servants, employees and attorneys, and
those persons in active concert or participation or privity with them or any of them, from
engaging in the commercial manufacture, use, sale, offer to sale and/or importation in the United
States of the product that is the subject of ANDA No. 202836 until the expiration of the *305

| patent including any regulatory extensions;

cxi. A judgmentb awarding Shire damages or other monetary relief, pursuant to 35
U.S.C. §§ 271(e)(4)(C) and 284, if Sandoz commercially manufactures, uses, sells, offers to sell
and/or imports any product that is the subject of ANDA No. 202836 that infringes the 305
patent;

cxii. A judgment declaring that infringement of the *305 patent is willful if Sandoz
commercially manufactures, uses, sells, offers to sell and/or imports any product that is the
subject of ANDA No. 202836 that infringes the *305 patent;
cxiii. A juagment declaring that, pursuant to 35 U.S.C. § 285, this is an exceptional

case and awarding Shire its attorneys’ fees and costs;

cxiv.  Such other and further relief as this Court may deem just and proper.
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Of Counsel

Edgar H. Haug

Sandra Kuzmich, Ph.D.

Porter F. Fleming

Angus Chen, Ph.D.

Frommer Lawrence & Haug LLP
745 Fifth Avenue

New York, NY 10151

(212) 588-0800

Dated: June 30, 2011

Respectfully submitted,

s/ Michael R. Griffinger
Michael R. Griffinger
Lisa H. Wang
GIBBONS P.C.

One Gateway Center ,
Newark, New Jersey 07102-5310
Telephone No.: (973) 596-4500
Facsimile No.: (973) 596-0545
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Shire LLC

Shire Development Inc.
Shire U.S. Inc.
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