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Plaintiffs AstraZeneca AB, AstraZeneca LP, KBI-E.lrand Pozen Inc. (collectively,
“Plaintiffs”), by their attorneys, for their Compd against Defendants Anchen Pharmaceuticals,
Inc. and Anchen, Inc. (collectively, “Defendantsd)lege as follows:

NATURE OF THE ACTION

1. This is a civil action for patent infringement ang under the patent laws of the
United States, 35 U.S.C. § 180seq, and in particular under 35 U.S.C. § 271(e).sTddtion
relates to Abbreviated New Drug Application (“ANDANo0. 202767 filed by or for the benefit
of Defendants with the United States Food and xdigninistration (“FDA”) for approval to
market generic versions of Plaintiffs’ VIMOVApharmaceutical products that are sold in the
United States.

THE PARTIES

2. Plaintiff AstraZeneca AB (“AZ AB”) is a corporatiooperating and existing
under the laws of Sweden, with its principal plat®éusiness at S-151 85 Sddertélje, Sweden.
3. Plaintiff AstraZeneca LP (*AZ LP”) is a limited paership operating and
existing under the laws of the State of Delawaii#) s principal place of business at 1800

Concord Pike, Wilmington, Delaware 19803.

4. Plaintiff KBI-E Inc. (“KBI-E”) is a corporation op@ating and existing under the
laws of the State of Delaware, with its principklge of business in Wilmington, Delaware.

5. Plaintiff Pozen Inc. ("Pozen”) is a corporation ogténg and existing under the
laws of the State of Delaware, with its principkge of business at 1414 Raleigh Road, Chapel
Hill, North Carolina 27517.

6. On information and belief, Defendant Anchen Phaené#cals, Inc. (“Anchen

Pharmaceuticals”) is a corporation operating anstieg under the laws of California, having its
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principal place of business at 9601 Jeronimo Rivaihe, California 92618.

7. On information and belief, Defendant Anchen, IiftAnchen, Inc.”) is a
corporation operating and existing under the lafuh® State of Delaware, with its principal
place of business at 9601 Jeronimo Road, IrvinéfdDaia 92618.

8. On information and belief, Anchen Pharmaceuticals wholly-owned subsidiary
of Anchen, Inc.

BACKGROUND

The NDA

9. AZ LP is the holder of New Drug Application (“NDA'No. 022511 for
VIMOVO® (naproxen and esomeprazole magnesium) Delaye@é$elablets, in 375 mg
(naproxen)/20 mg (esomeprazole magnesium) and s0Maproxen)/20 mg (esomeprazole
magnesium) dosage forms.

10.  VIMOVO® is a prescription drug approved for use to religeesigns and
symptoms of osteoarthritis, rheumatoid arthritiej ankylosing spondylitis, and to decrease the
risk of stomach (gastric) ulcers in patients &t oEdeveloping stomach ulcers from treatment
with non-steroidal anti-inflammatory drugs (NSAIDS)aproxen and esomeprazole magnesium
are the active ingredients in VIMOVO

The Patents-In-Suit

11. United States Patent No. 6,926,907 (“the '907 pgateantitled “Pharmaceutical
Compositions for the Coordinated Delivery of NSAJDsas duly and legally issued by the
United States Patent and Trademark Office on Augu2005. The claims of the '907 patent are
directed to pharmaceutical compositions that prevai the coordinated release of an acid

inhibitor and a NSAID (claims 1-21, and 53-55), anchethod of treating a patient for pain or
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inflammation comprising administration of the afmentioned compositions (claims 22-52). A
true and correct copy of the '907 patent is attdcdmeExhibit A.

12. Pozen owns the '907 patent by assignment. AZ ABoizen’s exclusive licensee
under the '907 patent. The '907 patent will exmireFebruary 28, 2023.

13.  United States Patent No. 6,369,085 (“the '085 pgateentitled “Form of S-
omeprazole,” was duly and legally issued by thetéthBStates Patent and Trademark Office on
April 9, 2002. The claims of the '085 patent anecded to magnesium salts of S-omeprazole
trinydrate (claims 1-3), processes for the prejpamaif the aforementioned magnesium salts of
S-omeprazole trihydrate (claims 4-10), pharmacaltiompositions comprising the
aforementioned magnesium salts of S-omeprazolgdirdte (claim 11), and methods of treating
gastric acid related conditions comprising admratgtn of the aforementioned magnesium salts
of S-omeprazole trihydrate (claim 12). A true aodrect copy of the '085 patent is attached as
Exhibit B.

14. AZ AB owns the '085 patent by assignment. KBI-EAiB& AB’s exclusive
licensee under the 085 patent. The '085 patehtexpire on May 25, 2018, and pediatric
exclusivity relating to the '085 patent will expiom November 25, 2018.

15.  United States Patent No. 7,411,070 (“the '070 pateentitled “Form of S-
omeprazole,” was duly and legally issued by thetéthBStates Patent and Trademark Office on
August 12, 2008. The claims of the '070 patentdarected to magnesium salts of S-omeprazole
trinydrate (claims 1-2), and processes for the gagjon of the aforementioned magnesium salts
of S-omeprazole trihydrate (claims 3-4). A truel @orrect copy of the '070 patent is attached as
Exhibit C.

16. AZ AB owns the 070 patent by assignment. KBI-EAiB& AB’s exclusive
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licensee under the '070 patent. The '070 patehtexpire on May 25, 2018, and pediatric
exclusivity relating to the ‘070 patent will expiom November 25, 2018.

17.  United States Patent No. 7,745,466 (“the '466 pateantitled “Form of S-
omeprazole,” was duly and legally issued by thetéthBStates Patent and Trademark Office on
June 29, 2010. The claims of the 466 patent aszidd to pharmaceutical compositions
comprising a first and second active ingredient aptharmaceutically acceptable carrier,
wherein the first active ingredient is a magnessait of S-omeprazole trinydrate (claims 1-15),
and methods for treating gastric acid related darh comprising administration of the
aforementioned compositions (claim 16). A true aodect copy of the 466 patent is attached
as Exhibit D.

18. AZ AB owns the '466 patent by assignment. KBI-EAi& AB’s exclusive
licensee under the 466 patent. The ‘466 patehtexpire on October 13, 2018.

The ANDA

19.  On information and belief, Anchen Pharmaceuticitdsl fANDA No. 202767
with the FDA under 21 U.S.C. 8§ 355(j) to obtain FB@pproval for Anchen Pharmaceuticals and
Anchen, Inc. to commercially manufacture, use, impaffer for sale, and sell in the United
States naproxen and esomeprazole magnesium detdgade tablets in two dosage forms: 500
mg (naproxen) /20 mg (esomeprazole magnesium) a@aarg) (naproxen)/20 mg (esomeprazole
magnesium) (“Anchen’s Naproxen and Esomeprazolendsigm Delayed Release Tablets”),
which are generic versions of Plaintiffs’ VIMOVMelayed Release Tablets in 500 mg
(naproxen)/20 mg (esomeprazole magnesium) and §7/maproxen)/20 mg (esomeprazole
magnesium) strengths, respectively.

20. By letter dated September 16, 2011 (the “ANDA Nefietter”), Anchen
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Pharmaceuticals notified Plaintiffs that it ha@@IANDA No. 202767 seeking approval to
market Anchen’s Naproxen and Esomeprazole MagneBielalyed Release Tablets and was
providing information to Plaintiffs pursuant to RIAS.C. 8 355(j)(2)(B)(ii) and 21 C.F.R.

§ 314.95.

JURISDICTION AND VENUE

21.  Subject matter jurisdiction over this action isgeo pursuant to the provisions of
Title 28, United States Code, Sections 1331 an@(33

22.  Oninformation and belief, Defendants are in thsibess of developing,
formulating, manufacturing, marketing, offeringsell, selling and commercializing
pharmaceutical products.

23.  Oninformation and belief, Anchen, Inc., eitheredity or through one or more of
its wholly owned subsidiaries and/or agents, dgy&lmanufactures, markets, offers to sell, and
sells generic drug products for sale and use throutgthe United States, including within this
judicial district.

24.  Oninformation and belief, Anchen Pharmaceutioalt) the assistance and/or at
the direction of Anchen, Inc. develops, manufacunearkets, offers to sell, and sells generic
drug products for sale and use throughout the dr8tates, including within this judicial
district.

25.  Oninformation and belief, Defendants acted in eonto develop Anchen’s
Naproxen and Esomeprazole Magnesium Delayed Reledsets, and to seek approval from
the FDA to sell Anchen’s Naproxen and Esomepraktdgnesium Delayed Release Tablets
throughout the United States, including within tiuidicial district.

26.  Oninformation and belief, both Anchen Pharmaceaigiand Anchen, Inc. have

been and are engaging in activities directed towdrthgement of the ‘907 Patent, the ‘085
6
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patent, the ‘070 patent, and the ‘466 patent (cbltely “the patents-in-suit”) byinter alia,
preparing and/or submitting ANDA No. 202767 seeliiA approval to market Anchen’s
Naproxen and Esomeprazole Magnesium Delayed Releddets. As stated in the ANDA
Notice Letter, Defendants intend to market Anchéteproxen and Esomeprazole Magnesium
Delayed Release Tablets before expiration of thenstin-suit. On information and belief and
as stated in the ANDA Notice Letter, the FDA reeehNANDA No. 202767 from Anchen
Pharmaceuticals.

27. Inits ANDA Notice Letter, Anchen Pharmaceuticalsted that the name and
address of its agent in the United States authitize@ccept service of process for purposes of
an infringement action based upon its ANDA Notiegter is Margaret Choy of Anchen
Pharmaceuticals, Inc., 9601 Jeronimo Road, In@adifornia, 92618.

28.  Upon information and belief, Anchen, Inc. is subjecpersonal jurisdiction in
New Jersey because, among other things, Anchenh&scpurposely availed itself of the
benefits and protections of the laws of New Jeseh that it should reasonably anticipate being
haled into court here. Upon information and belleichen, Inc. manufactures, markets, and/or
sells generic drugs throughout the United Statéssathin the State of New Jersey and therefore
transacts business within the State of New Jerdayed to Plaintiffs’ claims, and/or has engaged
in systematic and continuous business contactsniitie State of New Jersey.

29.  Upon information and belief, Anchen Pharmaceutitatubject to personal
jurisdiction in New Jersey because, among othegt)iAnchen Pharmaceuticals has purposely
availed itself of the benefits and protectionsha laws of New Jersey such that it should
reasonably anticipate being haled into court hé&fpon information and belief, Anchen

Pharmaceuticals manufactures, markets, and/orgalisric drugs throughout the United States
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and within the State of New Jersey and theref@mesticts business within the State of New
Jersey related to Plaintiffs’ claims, and/or hagaged in systematic and continuous business
contacts within the State of New Jersey.

30. Oninformation and belief Anchen Pharmaceuticalsgraviously been sued in
this district and has not challenged personaldglict®on. See, e.gAstraZeneca Pharms. LP and
AstraZeneca UK Limited v. Anchen Pharms., Inc. Anchen, Inc.Civ. Action No. 3:10-cv-
01835-JAP-DEA (D.N.J.Abbott Labs. and Fournier Labs. Ireland, LTDAnchen Pharms.,
Inc., Civ. Action No. 2:10-cv-03015-DMC-CCC (D.N.JandSchering Corpv. Anchen
Pharms., Inc.Civ. Action No. 3:07-cv-05649-MLC-TJB (D.N.J.).

31. Upon information and belief, Anchen Pharmaceutieald Anchen Inc. are
closely related in that both companies conductriass in the generic pharmaceutical industry;
employees from both companies are intermingled) bompanies share the same address; both
companies share officers and employees; and thpaies collaborate in the manufacture,
marketing, and sale of pharmaceutical productd,dieg generic drug products manufactured
and sold throughout the United States pursuanppooxed abbreviated new drug applications.

32. In addition, during the prosecution of Anchen Phaceuticals’ trademark
application for the word mark ANCHEN (serial no0b1871), representatives for Anchen
Pharmaceuticals stated that “Anchen Pharmaceuticalsand Anchen Incorporated, though
separate legal entities, constitute a single saiortiee relevant public, and there is unity of
control with respect to the nature and qualityhaf goods.”

33.  Oninformation and belief, by virtue after alia, Defendants’ continuous and
systematic contacts with New Jersey, includingrimitlimited to the above-described contacts,

and the actions on behalf of Defendants in conaeatiith ANDA No. 202767, this Court has
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personal jurisdiction over Defendants. These dg/satisfy due process and confer personal
jurisdiction over Defendants consistent with Newnség law.
34. Venue is proper in this District pursuant to theysions of Title 28, United
States Code, Sections 1391(c) and (d), and 1400(b).
COUNT |

(INFRINGEMENT OF THE '907 PATENT UNDER 35 U.S.C. § 271(e)(2)(A))

35.  Plaintiffs incorporate by reference paragraphs bf3his Complaint as if fully
set forth herein.

36. Defendants have infringed one or more claims of36& patent under 35 U.S.C.
8 271(e)(2), either literally or under the doctrofeequivalents, by filing their ANDA seeking
approval from the FDA to engage in the commerciahufacture, use or sale of a drug claimed
in this patent, prior to the expiration of the '90&tent.

37.  Oninformation and belief, the commercial manufeetuse, sale, offer for sale,
or importation into the United States of Anchengpkbxen and Esomeprazole Magnesium
Delayed Release Tablets, if approved by the FDA,constitute direct infringement of claims
1,5, 9-17, and 53-55 of the '907 patent.

38. On information and belief, Anchen’s Naproxen andr&sprazole Magnesium
Delayed Release Tablets, if approved, will be prbed and administered to human patients to
relieve the signs and symptoms of osteoarthritisymatoid arthritis, and ankylosing spondyflitis,
and to decrease the risk of stomach (gastric) siicepatients at risk of developing stomach
ulcers from treatment with NSAIDs, which uses wohstitute direct infringement of claims 22,
23, 35, 48, and 50-52 of the '907 patent. On imfation and belief, these uses will occur with

Defendants’ specific intent, knowledge and encoamagnt. On information and belief,
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Defendants will actively induce, encourage, aid abelt this prescription and administration,
with knowledge and specific intent that these wedide in contravention of Plaintiffs’ rights
under the '907 patent.

39. Oninformation and belief, Anchen’s Naproxen andr&sprazole Magnesium
Delayed Release Tablets are especially made ociefipedapted to relieve the signs and
symptoms of osteoarthritis, rheumatoid arthritiej ankylosing spondylitis, and to decrease the
risk of stomach (gastric) ulcers in patients &t ogdeveloping stomach ulcers from treatment
with non-steroidal anti-inflammatory drugs (NSAIOs) inhibiting gastric acid secretion. On
information and belief, Defendants are aware thath®en’s Naproxen and Esomeprazole
Magnesium Delayed Release Tablets are so madeantagded. On information and belief,
Defendants are aware that Anchen’s Naproxen anoh&s@zole Magnesium Delayed Release
Tablets, if approved, will be used in contraventodriPlaintiffs’ rights under the '907 patent.

40.  Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate
remedy at law.

COUNT Il

(INFRINGEMENT OF THE '085 PATENT UNDER 35 U.S.C. § 271(e)(2)(A))

41.  Plaintiffs incorporate by reference paragraphs bf3his Complaint as if fully
set forth herein.

42. By their ANDA Notice Letter, Defendants informedafitiffs that as part of their
ANDA they had filed a certification of the type debed in 21 U.S.C. 8§ 355(j)(2)(A)(vii)(IV)
(“Paragraph 1VV”) with respect to the 085 pateittis statutory section requiraster alia,

certification by the ANDA applicant that the sulijpatent, here the 085 patent, “is invalid or

10
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will not be infringed by the manufacture, use, a@esf the new drug for which the application is
submitted . . . .” The statute (21 U.S.C. § 3%3f[B)(iv)) also requires a Paragraph IV notice to
“include a detailed statement of the factual agglléasis of the opinion of the applicant that the
patent is not valid or will not be infringed.” TR®A Rules and Regulations (21 C.F.R. 8
314.95(c)) specifyinter alia, that a Paragraph IV notification must include] ‘flatailed

statement of the factual and legal basis of applisapinion 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.”

43.  Oninformation and belief, at the time the ANDA MetLetter was served,
Defendants were aware of the statutory provisionkragulations referred to in paragraph 42,
above.

44.  Defendants’ ANDA Notice Letter, which is requireg &tatute and regulation to
provide a full and detailed explanation regardimgalidity (see paragraph 42 above), does not
allege invalidity of any claims of the '085 patent.

45.  Defendants have infringed one or more claims of@B& patent under 35 U.S.C.
§ 271(e)(2), either literally or under the doctrofeequivalents, by filing their ANDA seeking
approval from the FDA to engage in the commerciahufacture, use or sale of a drug claimed
in this patent, prior to the expiration of the 'O@&tent.

46. Oninformation and belief, Anchen’s Naproxen andr&sprazole Magnesium
Delayed Release Tablets contain a magnesium se#tamheprazole trihydrate as claimed by the

'085 patent.

11
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47.  Oninformation and belief, Anchen’s Naproxen andr&sprazole Magnesium
Delayed Release Tablets, if approved, will be prtbed and administered to human patients in
the form of a pharmaceutical formulation and ilherapeutically effective amount to treat
gastric acid related conditions, which uses wiligtttute direct infringement of one or more
claims of the ‘085 patent. On information and &klihese uses will occur at Defendants’ active
behest and with its intent, knowledge and encoumage. On information and belief,
Defendants will actively induce, encourage, aid abelt this prescription and administration
with knowledge and specific intent that these wedide in contravention of Plaintiffs’ rights
under the '085 patent.

48.  Oninformation and belief, Anchen’s Naproxen andr&sprazole Magnesium
Delayed Release Tablets are especially made ociefipedapted to relieve the signs and
symptoms of osteoarthritis, rheumatoid arthritiej ankylosing spondylitis, and to decrease the
risk of stomach (gastric) ulcers in patients &t ogdeveloping stomach ulcers from treatment
with non-steroidal anti-inflammatory drugs (NSAIOs) inhibiting gastric acid secretion. On
information and belief, Defendants are aware thath®en’s Naproxen and Esomeprazole
Magnesium Delayed Release Tablets are so madeantagded. On information and belief,
Defendants are aware that Anchen’s Naproxen anoh&s@zole Magnesium Delayed Release
Tablets, if approved, will be used in contraventodriPlaintiffs’ rights under the 085 patent.

49.  Oninformation and belief, the manufacture, use sald of Anchen’s Naproxen
and Esomeprazole Magnesium Delayed Release Tafiietge the '085 patent claims.

50. Plaintiffs will be substantially and irreparablyrireed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

12
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COUNT II1

(INFRINGEMENT OF THE '070 PATENT UNDER 35 U.S.C. § 271(e)(2)(A))

51. Plaintiffs incorporate by reference paragraphs b3his Complaint as if fully
set forth herein.

52. By their ANDA Notice Letter, Defendants informedafitiffs that as part of their
ANDA they had filed a certification of the type debed in 21 U.S.C. 8§ 355(j)(2)(A)(vii)(I1V)
(“Paragraph 1VV”) with respect to the '070 pateittis statutory section requiraster alia,
certification by the ANDA applicant that the sulijpatent, here the ‘070 patent, “is invalid or
will not be infringed by the manufacture, use, a@esf the new drug for which the application is
submitted . . . .” The statute (21 U.S.C. § 3%3f[B)(iv)) also requires a Paragraph IV notice to
“include a detailed statement of the factual ag@liédasis of the opinion of the applicant that the
patent is not valid or will not be infringed.” TR®A Rules and Regulations (21 C.F.R. 8§
314.95(c)) specifyinter alia, that a Paragraph IV notification must include] ‘flatailed
statement of the factual and legal basis of appiisapinion that the patent is not valid,
unenforceable, or will not be infringed.” The dktd 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.”

53.  Oninformation and belief, at the time the ANDA ietLetter was served,
Defendants were aware of the statutory provisionkragulations referred to in paragraph 52,
above.

54. Defendants’ ANDA Notice Letter, which is requireg $tatute and regulation to

provide a full and detailed explanation regardimgalidity (see paragraph 52 above), does not

13
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allege invalidity of any claims of the ‘070 patent.

55. Defendants have infringed one or more claims of@@@ patent under 35 U.S.C.
8 271(e)(2), either literally or under the doctrofeequivalents, by filing their ANDA seeking
approval from the FDA to engage in the commerciahufacture, use or sale of a drug claimed
in this patent, prior to the expiration of the 'Og&tent.

56. On information and belief, Anchen’s Naproxen andrisprazole Magnesium
Delayed Release Tablets contain a magnesium se#tamheprazole trihnydrate as claimed by the
'070 patent.

57.  On information and belief, Anchen’s Naproxen andrisprazole Magnesium
Delayed Release Tablets are manufactured by agg@oenprised of treating a magnesium salt
of esomeprazole with water, as claimed by the P&@nt.

58.  On information and belief, the manufacture, use sald of Anchen’s Naproxen
and Esomeprazole Magnesium Delayed Release Tafiietge the '070 patent claims.

59.  Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate
remedy at law.

COUNT IV,

(INFRINGEMENT OF THE '466 PATENT UNDER 35 U.S.C. § 271(e)(2)(A))

60. Plaintiffs incorporate by reference paragraphs bf3his Complaint as if fully
set forth herein.

61. By their ANDA Notice Letter, Defendants informedaRitiffs that as part of their
ANDA they had filed a certification of the type debed in 21 U.S.C. § 355(j)(2)(A)(vii)(IV)

(“Paragraph 1V”) with respect to the 466 pateittis statutory section requiraster alia,

14
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certification by the ANDA applicant that the sulijpatent, here the 466 patent, “is invalid or
will not be infringed by the manufacture, use, a@esf the new drug for which the application is
submitted . . . .” The statute (21 U.S.C. § 3%3f[B)(iv)) also requires a Paragraph IV notice to
“include a detailed statement of the factual agglléasis of the opinion of the applicant that the
patent is not valid or will not be infringed.” TR®A Rules and Regulations (21 C.F.R. 8§
314.95(c)) specifyinter alia, that a Paragraph IV notification must include] ‘flatailed

statement of the factual and legal basis of applisapinion 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 suppgitine allegation.”

62.  On information and belief, at the time the ANDA et Letter was served,
Defendants were aware of the statutory provisionkragulations referred to in paragraph 61,
above.

63. Defendants’ ANDA Notice Letter, which is requireg $tatute and regulation to
provide a full and detailed explanation regardimgalidity (see paragraph 61 above), does not
allege invalidity of any claims of the '466 patent.

64. Defendants have infringed one or more claims of466 patent under 35 U.S.C.
8 271(e)(2), either literally or under the doctrofeequivalents, by filing their ANDA seeking
approval from the FDA to engage in the commerciahufacture, use or sale of a drug claimed
in this patent, prior to the expiration of the '4@étent.

65. On information and belief, Anchen’s Naproxen andriasprazole Magnesium

Delayed Release Tablets contain a magnesium safamheprazole trinydrate as claimed by the

15
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'466 patent.

66. On information and belief, Anchen’s Naproxen andriasprazole Magnesium
Delayed Release Tablets are especially made ociefipedapted to treat gastric acid related
conditions via the administration of a therapelulycaffective amount of a pharmaceutical
formulation containing esomeprazole magnesium diiae and a non-steroidal anti-
inflammatory agent. On information and belief, Defants are aware that its naproxen and
esomeprazole magnesium delayed release tablets anade or so adapted. On information and
belief, Defendants are aware that Anchen’s Napr@aehEsomeprazole Magnesium Delayed
Release Tablets, if approved, will be used in @mntion of Plaintiffs’ rights under the '466
patent.

67. On information and belief, the manufacture, use sald of Anchen’s Naproxen
and Esomeprazole Magnesium Delayed Release Tafiietge the '466 patent claims.

68.  Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate
remedy at law.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request thddwaling relief:

A. A judgment that the claims of the patents-in-stet\alid and enforceable;

B. A judgment that the submission of ANDA No. 2027§7/Defendants infringes
one or more claims of the patents-in-suit undeU35.C. § 271(e)(2)(A);

C. A judgment providing that, pursuant to 35 U.S.@78(e)(4)(A), the effective
date of any FDA approval of Defendants’ ANDA No2Z@7 shall be no earlier than the later of

the expiration date of the last to expire of theepts-in-suit or any later exclusivity to which
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Plaintiffs are or become entitled;

D. A judgment pursuant to 35 U.S.C. § 271(e)(4)(Bmanently enjoining

Defendants, and all persons acting in concert amof them, from making, using, selling,

offering to sell, or importing the naproxen andrasprazole magnesium product described in

Defendants’ ANDA No. 202767 no earlier than thedadf the expiration date of the last to

expire of the patents-in-suit or any later excliigito which Plaintiffs are or become entitled;

E. Attorneys’ fees in this action pursuant to 35 U.$Q@85;

F. Costs and expenses in this action; and

G. Such further and other relief as this Court mayndgest and proper.

Dated: October 28011
By:

Mary W. Bourke

Kristen Healey Cramer

CONNOLLY BOVE LODGE& HUTZ LLP
1007 N. Orange Street

P.O. Box 2207

Wilmington, DE 19899

(302) 658-9141

R. James Balls

CONNOLLY BOVE LODGE& HUTZ LLP
1875 Eye Street, NW

Suite 1100

Washington, DC 20006

(202) 572-0335

[s/ John E. Flaherty

John E. Flaherty

Jonathan M.H. Short
Carissa L. Rodrigue
MCCARTER & ENGLISH, LLP
Four Gateway Center

100 Mulberry Street
Newark, New Jersey 07102
(973) 622-4444

Counsel for Plaintiffs AstraZeneca AB,
AstraZeneca LP, KBI-E Inc., and Pozen Inc.

Einar Stole

COVINGON & BURLING LLP

1201 Pennsylvania Avenue, NW
Washington, DC 20004-2401
(202) 662-5095

Of Counsel for Plaintiffs AstraZeneca ABOf Counsel for Plaintiffs AstraZeneca AB and

AstraZeneca LP, and Pozen Inc.

ME1 12461418v.1
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Henry J. Renk Stephen M. Hash
FITzPATRICK, CELLA, HARPER& SCINTO VINSON & ELKINS LLP
1290 Avenue of the Americas 2801 Via Fortuna
New York, NY 10104-3800 Suite 100

Austin, TX 78746-7568
Of Counsel for Plaintiffs AstraZeneca AB(512) 542-8504
AstraZeneca LP, and KBI-E Inc.
Of Counsel for Plaintiff Pozen Inc.
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CERTIFICATION PURSUANT TO L. CIV. R. 11.2

Pursuant to Local Civil Rule 11.2, | hereby certiiat the matter in controversy is
related to the subject matterA8TRAZENECA AB, ASTRAZENECA LP, and POZEN INC. v.
DR. REDDY'S LABS. INC. and DR. REDDY’S LABS. LTWil Action No. 3:11-cv-02317-
JAP-DEA (D.N.J.) (the “VIMOVE DRL case”) antASTRAZENECA AB, ASTRAZENECA LP,
KBI-E INC., and POZEN INC.,UPIN LTD. and LUPIN PHARMS. INQCivil Action No.
3:11-cv-04275 (JAP)(DEA) (the “VIMOV® Lupin case”). The VIMOVBDRL case and the
VIMOVO® Lupin case involve the same patents and the saodeigt as the matter in
controversy, have been assigned to Hon. Joel AnBjsU.S.D.J. The VIMOV®DRL and
Lupin cases have been consolidated for discovemnygses.

Furthermore, | certify that the matter in contn®yeis related to the subject matter of the
following active case (the “NEXIUM case”) currently pending before Judge Pisano:
ASTRAZENECA AB, AKTIEBOLAGET HASSLE, ASTRAZENECKRBIRNC. and KBI-E
INC. v. LUPIN LTD. and LUPIN PHARMS., INCivil Action No. 3:09-cv-05404-JAP-TJB
(D.N.J.). NEXIUM"® is a product marketed by AstraZeneca that conespseprazole
magnesium. The product involved in the matterintmversy -- VIMOV® -- contains
naproxen and esomeprazole magnesium (the activediegt in NEXIUM®). The NEXIUM®
case involves one or more patents asserted in atiemmn controversy.

Therefore, for the sake of judicial economy anchwégard to Judge Pisano’s familiarity
with the NEXIUM® patents asserted in the matter in controversyntiffa believe the
VIMOVO®DRL case, VIMOVG Lupin case, the NEXIUM case, and the matter in
controversy are all related. Accordingly, Plaitstifespectfully request that the matter in
controversy be assigned to Judge Pisano.
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Dated: October 28011
By:

Mary W. Bourke

Kristen Healey Cramer

CONNOLLY BOVE LODGE& HUTZ LLP
1007 N. Orange Street

P.O. Box 2207

Wilmington, DE 19899

(302) 658-9141

R. James Balls

CONNOLLY BOVE LODGE& HUTZ LLP
1875 Eye Street, NW

Suite 1100

Washington, DC 20006

(202) 572-0335

[s/ John E. Flaherty

John E. Flaherty

Jonathan M.H. Short
Carissa L. Rodrigue
MCCARTER & ENGLISH, LLP
Four Gateway Center

100 Mulberry Street
Newark, New Jersey 07102
(973) 622-4444

Counsel for Plaintiffs AstraZeneca AB,
AstraZeneca LP, KBI-E Inc., and Pozen Inc.

Einar Stole

COVINGTON & BURLING LLP

1201 Pennsylvania Avenue, NW
Washington, DC 20004-2401

Of Counsel for Plaintiffs AstraZeneca AB(202) 662-5095

AstraZeneca LP, and Pozen Inc.

Henry J. Renk

FITzPATRICK, CELLA, HARPER& SCINTO

1290 Avenue of the Americas
New York, NY 10104-3800

Of Counsel for Plaintiffs AstraZeneca AB and
AstraZeneca LP

Stephen M. Hash
VINSON & ELKINS LLP
2801 Via Fortuna

Of Counsel for Plaintiffs AstraZeneca ABSuite 100

AstraZeneca LP, and KBI-E Inc.

ME1 12461418v.1

Austin, TX 78746-7568
(512) 542-8504

Of Counsel for Plaintiff Pozen Inc.
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