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IN THE UNITED STATES DISTRICT COURT e
FOR THE SOUTHERN DISTRICT OF NEW YORK

GILEAD SCIENCES, INC,,

Plaintiff,

v. Case No.: 10-cv-1796 (RJS) (AJP)
ECF Case

TEVA PHARMACEUTICALS USA, INC.,
TEVA PHARMACEUTICAL INDUSTRIES
LTD., and CIPLA LTD.

Defendants.

FIRST AMENDED COMPLAINT FOR PATENT INFRINGEMENT

Plaintiff Gilead Sciences, Inc. (“Gilead” or “Plaintiff”) for its Complaint against
Teva Pharmaceuticals USA, Inc., Teva Pharmaceutical Industries, Ltd. (collectively “Teva”™), and
Cipla, Ltd. (“Cipla™), hereby allege as follows:

Nature of Action

1. This is an action for patent infringement under the patent laws of the
United States, Title 35, United States Code.
The Parties
2. Gilead is a corporation organized and existing under the laws of the State
of Delaware, having a pﬁncipal place of business at 333 Lakeside Drive, F oster City, California

94404.
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3. On information and belief, defendaﬁt Te{ra Pharmaceuticals USA, Inc.
(“Teva USA™) is a corporation organized and existing under the laws of the State of Djelaware,
having a principal place of business at 1090 Horsham Road, P.O. Box 1090, North Wales,
Pennsylvania 19454,

4, On information and belief, defendant Teva Pharmaceutical Industries, Ltd.

(“Teva Industries™) is an Israeli cprpo'ration having its principal place of business at 5 Basel St.,

P.O. Box 3190, Petach Tikva 49131, Israel.

5. On information and be_lief, Teva USAis a wholly—qwned subsidiary of
Teva Industries, and these twﬁ companies have common officers and directors.

6. Upon information and belief, the acts of Teva USA complained pf herein
were done at the direction of, with the authorization of, and with the cooperation, participation,
‘assistance of, and at least in part the benefit of, Teva Industries.

7. On information and belief, defendant Cipla is a corporation organized-and
existing under the laws of India, having its principal place of business at 289 Bellasis Road
Mumbai Central, Mumbai 400 008, Maharashtra, India.

Jurisdiction and Venue

8. This action arises under tHe Patent Laws of the United States and the Food
and Drug Laws of the United States, Titles 35 and 21, United States Code. Jurisdiction is based
on 28 U.S.C. §§ 1331 and 1338(a). | |

9. On information and belief, this Court has personal jurisdiction over Teva

USA and Teva Industries.
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10. On information and belief, Teva USA derives substantial revenue from
selling various products and doing business throughout the United States, including in New York
and this District.

11. On information and belief, Teva USA is registered to do business with the
New York State Division éf Corporations, and Corporate Creations Network Inc., 15 North Mill

 Street, Nyack, New York 10960 is authorized to aécept servfce on behalf of Teva USA.

12. On information and belief, Teva Industries manufactures bulk
pharmaceuticals and pharmaceutical products that are sold, inclﬁding sold by Teva U‘SA,
throughout the United States, including in this District.

13.  On inforfna;ion and belief, this court has personal jurisdiction over Cipla.

14. On information and belief, Cipla manufactures active pharmaceutical
ingredients (“API”) for generic pharmétceutical products that are sold throughout the United
States, including in this District.

15.  Oninformation and belief, Cipla derives substantial revenue from selling
API that is used in various generic pharmaceutical products sold tilroughout the United States,
including in N-ew York and this District.

16. On ihformation and belief, Cipla submitted Drug Master F ile (“DMF™)
No. 020003 to the FDA for the purpose of manufacturing tenofovir disoproxil fumarate for use in
the United States, and manufactures and sells tenofovir disoproxil fumarate API to Teva for use.:'
in tenofovir disoproxil fumarate drug products.

17. Oninformation and belief, Cipla is subject to persohal Jurisdiction in New

York because, inter alia, Cipla designated an agent in New York in filing DMF No. 020003 with



Case 1:10-cv-01796-RJS Document 38 Filed 06/15/11 Page 4 of 46

the FDA, and because Cipla’s sales of API to generic pharmaceutical companies for
incorporation into generic products sold throughout the United States, including New York and
this District, contributed to or induced acts of infringement in New York.

18.  In the alternative Cipla is subject to jurisdiction in the United States under
the principles of general jurisdiction, and specifically in New York pursuant to Fed. R. Civ. P.
4(k)(2). Cipla has contacts with the United States by, inter alia, its having filed a DMF with the
FDA, its sal¢ of pharmaceutical drug substances to Teva, and its sale of API té generic
pharmaceutical companies for incorporation into generic products sold througho‘ut the United
States, including New:York and thjs District. -

19.  Venue is proper in this District under 28 U.S.C. § 1391(b), (c), (d), and 28
U.S.C. § 1400(b). |

Background

20.  Gilead is the holder of New Drug Application (“NDA™) No. 21-356 which
relates to tablets containing 300 mg of tenofovir disoproxil fumarate. On October 26, 2001, the
United States Food and Drug Administration (“FDA”) approved the use of the tablets described
in NDA No. 21-356 for the treatment of HIV-1 infection in adults. These tablets are prescribed in

the United States under tﬁe trademark Viread®.
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21.  Gilead is the holder of NDA No. 21-752 which relates to tablets
containing 200 mg of emtricitabine aﬁd 300 mg of tenofovir disoproxil fumarate. On August 2,
2004, the FDA approved the use of the tablets described in NDA No. 21-752 for the treatment of
HIV-1 infection in adults. These tablets are prescribed and sold in the United States under the
trademark Truvada®.

22.  Gilead is the holder of NDA No. 21-937 which relates to tablets
containing 600 mg efavirenz, 200 mg of emtricitabine and 300 mg of tenofovir disoproxil
fumarate. On July 12, 2006, the FDA approved the use of the tablets described in NDA No. 21-

: 937 >for the treatment of HIV-1 infection in adults. These tablets are prescribed and sold in the
United States under the trademark Atripla@. |

23. , United States Patent No. 5,922,695 (“the *695 Patent,” copy attached as
Exhibit A), entitled “Antiviral Phosphonomethoxy Nucleotide analogs having increased oral
bioavailability,” was duly and legally issued by the United States Patent and Trademark Qfﬁce
on July 13, 1999. The claims of the *695 Patent cover, inter alia, tenofovir disoproxil fumarate
(the active ingredient in Viread® and one of the active ingredients in Truvada® and Atripla®),
aﬁd is listed in the Approved Drug Products with Therapeutic Equivalence Evaluations (“FDA
Orange Book™) for Viread®, Truvada®, and Atripla®. '

24.  United States Patent No. 5,935,946 (“the *946 Patent,” copy attached as
Exhibit B), entitled “Nu'cleotidé analog composition and synthesis method,” was duly and legélly
issued by the USPTO on August 10, 1999. The claims of the *946 Patent cover, inter alia,
tenofovir disoproxil fumarate (the active ingredient in Viread® and one of the active ingredients

i Truvada® and Atripla®) and its use to treat a patient infected with a virus or who is at risk of
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viral infeption. The 946 Patent is listed in the FDA Orange Book for Viread®, Truvada®, and
Atripla®.

25.  United States Patent No. 5,977,089 (“the 089 Patent,” copy attached as
Exhibit C), entitled “Antiviral Phosphonomethoxy Nucleotide analogs having increased oral
bioavailability,” was duly and legally issued by the USPTO on November 2, 1999. The claims of
. the *089 Patent cover, infer alia, the oral administration to a patient tenofovir disoproxil fumarate
(the active ingredient in Viread® and one of the active ingredients in Truvada® and Atripla®),
and is listed in the FDA Orange Book for Viread®, Truvada®, and Atripla®.

26. United States Patent No. 6,043,230 (“the *230 Patent,” copy attached as
Exhibit D), entitled “Antiviral Phosphonomethoxy Nucleotide ana]ogé haQing increased ofal
bioavailability,” was duly and legally issued by the USPTO on March 28, 2000. The claims of
the 230 Paﬁent covet, inter alia, treating a patient with tenofovir disoproxil fumarate (the active
ingredient in Viread® and one of the active ingredients in Truvada® and Atripla®), and is listed
in the FDA Orange Book for Viread®, Truvada®, and Atripla®.

27.  Tenofovir disoproxil fumarate is a compound that has a molecular formula

of C19H3oNsOyoP * C4H;04, and which has the fbllowing chemical structure:
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28.  Tenofovir disoproxil fumarate can be referred to by any of several
chemical names. Tenofovir disoproxil fumarate is described in the Viread® label as “a fumaric
- acid salt of bis-isopropoxycarbonyloxymethyl ester derivative of tenofovir.” Chemical names
recited for tenofovir, disoprofcil fumarate in the *946 Patent are “9-[2-
(R)[[bis[[(isopropoxycarbonyl)oxy]methoxy]phosphinoyl]me;thoxy]propyl]adenine.ﬁlmaric
acid” aﬁd “bis(POC)PMPA famarate.” |
29, The named inventors on the *695, *089, and *230 Patents are Murty N.
Arimilli; Kenneth C. Cundy, Joseph P. Dougherty, Choung U. Kim, Reza Oliyai, and Valenfino
J. Stella. William A. Lee was added as a named inventor to the ’695, 089, and 230 Patents
. during their re-examinafion. | |
| 30. Murty N. Arimilli, Kenneth C. Cundy, Joseph P. Dougherty, Choung U.
A Kim, Reza Oliyai, Valentino J. Stella, and William A. Lee assigned the ’695, ’089, and ’230
Patents to Gilead.
| 31. . The named inventors on the 946 Patent are John D. Munger, Jr., John C.
Rohloff, and Lisa M. Schultze. |
32. John D. Munger, Jr;, John C. Réhloff, and Lisa M. Schultze assigned the
.’946 Patent to Gilead.

COUNT 1
Infringement of U.S. Patent No. 5.922.695 (ANDA No. 91-612)

33. Plaintiff repeats and realleges paragraphs 1-32 above as if set forth herein.
34, On information and belief, Teva submitted or caused to be submitted an

Abbreviated New Drug Application (“ANDA™), specifically ANDA No. 91-612, to the FDA
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seeking approval to engage in the commerci\al manufacture, use, and sale of tablets containing
300 mg of tenofovir disoproxil fumarate.

35.  Oninformation and belief, ANDA No. 91-612 seeks approval to
manufacture, use, and sell tenofovir disoproxil fumarate for the purpose of treating HIV infection
in adulté.

36. By letter dated January.ZS, 2010 pursuant to 21‘ U.S.C. § 355(G)(2)(B)(ii)
(the “January 25, 2010 Viread® Notice Letter”), Teva notified Plaintiff that it had submitted
ANDA No. 91-612 to the FDA seeking approval to engage in the commercial manufacture, use,
and sale of tablets containing 300 mg of tenofovir disoproxil fumarate prior to the expiration of
‘the 695 Patent.

37. In its January 25, 2010 Viread® Notice Letter, Teva notified Plaintiff that,
as a part of ANDA No. 91-612, it had ﬁléd a gertiﬁcation of the type described in 21 U.S.C. §
355()(2)(A)(vir)(1V) (“Paragraph IV”) with respect to the *695 Patent. This statutory section

requires, inter alia, certification by the ANDA applicant, in its opinion and to the best of its
knowledge, thaf the subject patent, here the *695 Patent, “is invalid or will not be infringed by
the manufacture, use or sale of the new drug for which this application is submitted . . . .” The
statute (21 U.S.C. § 355()(2)(B)(iv)(I1)) also requires a Paragraph IV Notice Letter to “include a
detailed factual statement of the factual and legal basis of the applicant’s opinion t_hat the patent
is not valid or will not be infringed.” The FDA Rules and Regulations (21 C.F.R..§
3v14.95(c)(6‘)(ii)) furthér require that the detailed statement include, “[f]or each claim of a patent
alleged to be invalid or unenforceable, a full and detailed explanation of the grounds supporting

the allegations.”
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38.  Tevaalleged in its January 25, 2010 Viread® Notice Lette; that Claims 1-
5, 9,11-13, 1'5, 21, 25-30, and 32-34 of the 695 Patent are invalid and Claims 6-8, 10, 14, 16-
20, 22-24, and 31 of the v‘695‘ Patent would not be infringed by the commercial manufacture, use,
and sale of its proposed produ.ct that is the subject of ANDA No. 91-612.

39. By filing ANDA No. 91-612 under 21 U.S.C. § 355(j) for the purposes of
obtaining approval to engage in the commercial manufacture, use, and sale of tablets containing
300 mg of tenofovir disoproxil fumarate, before the ‘695 Patent’s expira;tion, Teva has
committed an act of infringement éf the *695 Patent under 35 U.S.C. § 271(e)(2).

40.  On information and belief, Teva lacked a good faith basis for alleging
invalidity thn ANDA No. 91-612 was filed and when the Paragraph IV cerﬁﬁcation was made.
Teva’s ANDA and Paragraph IV certification is a wholly unjustified infringement of the *695
Patent.

41. On information and belief, the éommercial manufacture, use, and/or sale
of tablets containing 300 mg of tenofovir disoproxil fumarate for the use for which Teva seeks
approval in ANDA No. 91-612 will infringe, induce infringement and/or contributorily infringe
one or more claims of the "695 Patent.

42.  On infbnnation and belief, Cipla pafticipated in, contributed to, aided,
abetted, engaged in activities directed towards and/or induced infringement of the *695 Patent.

43.  Teva’s ANDA No. 91-612, which was produced in this litigation, cites to

~and relies on Cipla’s DMF No. 020003.

44.  Cipla manufactures the tenofovir disoproxil fumarate API for tablets

containing 300 mg of tenofovir disoproxil fumarate, as described in ANDA No. 91-612.
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45.  On information and belief, Cipla has and will continue to provide
information and material to Teva in connection with the preparation and submission of ANDA
No. 91-612, which seeks approval to offer tablets containing 300 mg of tenofovir disoproxil
fumarate for commercial sale in violation of the *695 Patent. The information and material
supplied by Cipla was relied upon and used by Teva in the submission of ANDA No. 91-612.
By doing so, Cipla has and will knowingly and inteﬁtionally participate in, contribute to, aid,
abet, eﬁgagé in acts directed towards and/or induce the infringement of the ’695 Patent.

46. | On information and belief, Cipla will, without authority, manufacture and
will cause the importation of tenofovir disoproxil fumarate AP] into the United States, and/or
use, offer for saie, or sell it to Teva within the United States for subsequent commercial sale by
Teva under ANDA No. 91-612, if approved.

47.  On infonnation and belief, upon approval of ANDA No. 91-612, Cipla
- will supply tenofovir disoproxil famarate API to Teva for incorporation into generic tenofovir
diéoproxﬂ fumarate products, with the knowledge and intent that Teva will engage in thé
commercial importation, manufacture, use, sale and/or offer for sale of generic tenofovir
disoproxil fumarate tablets in the United States in violation of the 695 Patent. By doing so,
Clpla will knowingly and intentionally participate in, contribute to, aid, abet, engage in acts
dlrected towards and/or induce the infringement of the *695 Patent.

48.  Oninformation and belief, Cipla’s supply, commercial manufacture, use,
offer for sale or sale within the United States of the tenofovir disoproxil fumarate API described

in ANDA No. 91-612, and/or importation into the United States of the tenofovir disoproxil

10
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fumarate API described in ANDA No. 91-612, will infringe the *695 Patent directly and will

induce or otherwise contribute to acts of infringement of the *695 Patent by Teva.

; COUNT 2
Infringement of U.S. Patent No. 5,935,946 (ANDA No. 91-612)

49.  Plaintiff repeats and realleges paragraphs 1-32, 34-35, 43-44 and 46 above
as if set forth herein. .

50. By its January 25, 2010 Viread® Notice Letter, Teva notified Plaintiff that
it had submitted ANDA No. 91-612 to.the FDA seeking approval to engage in the commercial
manufacture, use, and sale of tablets containing 300 mg of tenofovir disopréxil fumarate prior to
the expiration of the '946 Patent.

51. In its January 25, 2010 Viread® Notice Letter, Teva notified Plaintiff that,

| as a part of its ANDA No. 91-612, it had filed a Paragraph IV certification with respect to the
’946 Patent. This statutory section requires, inter alia,’certiﬁ'cation by the ANDA applicant, in
its opinion and to the best of its knowledge, that the subject patent, here the 946 Patent, “is
invalid or will not be infringed by the manufacture, use or sale of the new drug for which this
application 1s submitted . .. .” The statute (21 U.S.C. § 355()(2)(B)(iv)(1l)) also requires a
Paragraph IV Notice Letter to “include a detailed factual statement of the factual and legal basis
of the applicant’s oj)inion that the patent is not valid or will not be infringed.” The FDA Rules
and Regulations (21 C.F.R. § 314.95(c)(6)(ii)) further require that the detailed statement includé,
“[flor each claim of a patent alleged to be invalid or unenforceable, a full and detailed

explanation of the grounds supporting the allegations.”

11
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52.  Teva alleged in its January 25, 2010 Viread® Notice Letter that Claims 1-
6, 9-14, and 16-18 of the "946 Patent are invalid and Claim 7 of the ‘946 Patent would not be
infringed by the commercial manufacture, use, and sale of its proposed product that is the subject
of ANDA No. 91-612.

53. By filing ANDA No. 91-612 under 21 U.S.C. § 355(j) for the purposes of
obtaining approval to engage in the commercial manufacture, use, and sale of tablets containing
300 mg of tenofovir disoproxil fumarate, before the ‘946 Patent’s expiration, Teva has -
committed an act of infringement of the *946 Patent under 35 U.S.C. § 271(e)(2).

54.  On information and belief, Teva lacked a good faith basis for alleging
‘invalidity when ANDA No. 91-612 was filed and when the Paragraph IY certification was made.
Teva’s ANDA and Paragraph IV ceﬁiﬁcétion is a wholly unjustified infringement of the ’946
Patent. |

55. On information and belief, the commercial manufacture, use, and sale of
tablets containing 300 mg of tenofovir disoproxil fumarate for the use for which Teva seeks
approval in ANDA Ne. 91-612 will infringé, induce infringement and/or contributorily infringe
| one or more claims of the 946 Patent.

56. -On information and belief, Cipla participated in, contributed to, aided,
abetted, engaged in activities directed toWards and/or induced infringement of the "946 Patent.

57.  On information and belief, Cipla has and will continue to provide
information and material to Teva in connection with the preﬁaration and submission of ANDA
No. 91-612, which seeks approval to offer tablets containing 300 mg of tenofovir disoproxil

fumarate for commercial sale in violation of the *946 Patent. The information and material

12
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supplied by Cipla was relied upén and used by Teva in the‘submission of ANDA No. 91-612.
By doing so, Cipla has and will knowingly and intentionally patticipate in, contribute to, aid,
abet,’ engage In acts directed towards and/or induce the infringement of the "946 Patent.

58.  On information and belief, upon approval of ANDA No. 91-612, Cipla
will supply tenofovir disoproxil fumarate API to Teva for incorporation into generic tenofovir
disoproxil fumarate products, with the knowledge and intent that Teva will eﬁgage in the
commercial importation, manufacture, use, sale énd/or ot;fer for sale of genéric tenofovir
disoproxil fumarate tablets in the United States in violation of the ;946 Patent. By doing so,
Cipla will knowingly and intentionally participate in, contribute to, aid, abet, engage in acts
directed towards and/or induce the infringement of the *946 Patent. |

59. On information and belief, Cipla’s supply, commercial manufacture, use, ‘
offer for sale or sale within the United States of the tenofovir disoproxil fumarate API described
in ANDA No. 91-612, and/or importation into the United States of the tenofovir disoproxil
fumarate API described in ANDA No. 91-612, will infripge the "946 Patent directly and will

induce or otherwise contribute to acts of infringement of the *946 Patent by Teva.

~ COUNT 3
Infringement of U.S. Patent No. 5,977,089 (ANDA No. 91-612)

60.  Plaintiff repeats and realleges paragraphs 1-32, 34-35, 43-44 and 46 above
as if set forth herein. |
61. By its January 25, 2010 Viréad® Notice Letter, Teva notified Plaintiff that

it had submitted 'ANDA No. 91-612 to the FDA'seeking approval to engage in the commercial

13
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manufacture, use, and sale of tablets containing 300 mg of tenofovir disopréxil fomarate prior to
the expiraﬁon of the 089 Patent.

: 62. In its January 25, 2010 Viread® Notice Letter, Teva notified Plaintiff that,
as a part of its ANDA No. 91-612, it had filed a Paragraph IV certification with respect to the
’089 Patent. This statutory section requires, inter alia, certification by the ANDA applicant, in
its opinion gnd to the best of its kﬁowledge, that the subject patent, here the '089 Patent, “is
invalid or will not be infringed by the manufacture, use or sale of the new drug for which this
application is submitted . . . . The statute (21 U.S.C. § 355(G)(2)(B)(iv)(IL)) also requires a
Paragraph IV Notice Letter to “include a detailed factual statement of the factual and legal'basis
of the applicant’s opinion that the patent is not valid or will not be infringed.” The FDA Rules
and Regulations (21 C.F.R. § 314.95(c)(6)(i1)) further require that the detailed statement include,
“[flor each claim of va patent alleged to be invalid or unenforceable, a full and detailed
explanation of Fhe grounds suppdrting the allegations.” |

63.  Tevaalleged in its January 25, 2010 Viread® Notice Letter that Claims 1-
3 <;f the "089 Patent are invalid. |

64. By filing ANDA No. 91-612 under 21 U.S.C. § 355(j) for the purposes of
obtaining approval to engage in the commercial manufacture, use, and sale of tablets containing
300 mg of tenofovir disoproxil fumarate, before the *089 Patent’s expiration, Teva has
committed an act of infringement of the *089 Patent under 35 U.S.C. § 271(e)(2).

65.  Oninformation and belief, Teva lacked a good faith basis for alleging

invalidity when ANDA No. 91-612 was filed and when the Paragraph IV certification was made.

14



Case 1:10-cv-01796-RJS Document 38 Filed 06/15/11 Page 15 of 46

Teva’s ANDA and Paragraph IV certification is a wholly unjustified infringement of the *089
Patent.

. 66. On information and belief, the commercial manufacture, use, and/or sale
~ oftablets contéining 300 mg of tenofovir disoproxil fumarate for the use for which Teva seeks
approval in ANDA No. 91-612 will infringe‘, induce infringement and/or contributorily infringe
one Or more claims of the "089 Patent.

67.  On information and belief, Cipla participated in, contributed to, aided,
abetted, engaged in activities directed towards and/or induced infringement of the 089 Patent.

68.  On information and belief, Cipla has and will continue to provide
information and material to Teva in connection with the preparation and submission of ANDA
No. 91-612, which seeks approval t‘o offer tablets coﬁtaining 300 mg of tenofovir~disoproxil
fumarate for commercial sale in violation of the *089 Patent. The information and material
supplied by Cipla was relied upon and used by Teva in the submission of ANDA No. 91-612.
By doing so, Cipla has and will knowingly and intentionally participate in, contribute to, aid,
aBet, engage in acts directéd towards and/or induce the infringement of the 089 Patent.

69. On information and belief, upon approval of ANDA No. 91-612, Cipla
will supply tenofovir disoproxil fumarate API to Teva for incorporation into generic tenofovir
disoproxil fumarate pfoducts, with the knowledge and intent that Teva will engagelin the
commercial importation, manufacture, use, sale and/or offer for sale of generic tenofovir
disoprox.il fumarate tablets in the United States in violation of the *089 Patent. By doing so,
Cipla will kndwing]y and intentic;nally participate in, contribute to, aid, abet, engage in ‘acts

directed towards and/or induce the infringement of the *089 Patent.

15
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70. On information and belief, Cipla’s supply, commercial manufacture, use,
offer for sale or sale within the United States of the tenofovir disoproxil fumarate API described
in ANDA No. 91-612, and/or importation into the United States of the tenofovir disoproxil
fumarate API described in ANDA No. 91-612, will infringe the 089 Patent directly and will

induce or otherwise contribute to acts of infringement of the *089 Patent by Teva.

) COUNT 4
Infringement of U.S. Patent No. 6,043,230 (ANDA No. 91-612)

71. Plaintiff repeats and realleges paragraphs 1-32, 34-35, 43-44 and 46 above
as if set forth herein.

72.  Byits January 25, 2010 Viread® Notice Letter, Teva notified Plbaintiff that
it had submitted ANDA No. 91-612 to the FDA seeking approval to engage in the commercial
manufacture, use, and sale of tablets containing 300 mg of tenofovir disoproxil fumarate prior td
the expiration of the *230 Patent.

73. In its January 25, 2010 Viread® Notice Letter, Teva notified Plaintiff that,
as a part of its ANDA No. 91-612, it had filed a Paragraph IV certification with respect to the
"230 Patent. This statutory secti;m requires, inter alia, certiﬁcatioh by the ANDA applicant, in '
its opinion and fo the best of its knowledge, that the ’subjéct patent, here the "230 Patent, “is
invalid or will not be infringed by the manufacture, use or sale of the new drug for which this
application is submitted . . . . The statute (21 U.S.C. § 355G)(2XB)(iv)(11)) also requires a
Pafagraph IV Notice Letter to “include a detailed factual statement of the faptua] and legal basis
of the applicant’s opinion that the patent is not valid or will not be infringed;” The FDA Rules
and Regulations (21 C.F.R. § 314.95(c)(6)(ii)) further require that the detailed statement include,

16
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“If}or each claim of a patent alleged to be invalid or unenforceable, a full and detailed
explanation of the grounds supporting the allegations.”

74. Téva alleged in its January 25, 2010 Viread® Notice Létter that Claims 1-
4 of the "230 Patent are invalid.

75. By filing ANDA No. 91-612 under 21 U.S.C. § 355(j) for the purposes of
obtaining approval to engage in the commercial manufacture, use, and/or sale of tablets .
containing 300 mg of tenofovir disoproxil fumarate, b_eforé the *230 Patent’s expiration, Teva
has committed an act of infringement of the 230 Patent under 35 U.S.C. § 271(e)(2).

76.  On information and belief, Teva lacked a good faith basis for alleging '
invalidity when ANDA No. 91-612 was filed and when the Paragraph IV certiﬁcation was made.
Teva’s ANDA and Paragraph IV ceﬁiﬁcation 1s a wholly unjustified infrinéement of the *230
Patent.

77. On.information and belief, the commercial manufacture, use, and/or sale
of tablets containing 300 mg of tenofovir disoproxil fumarate for the use for which Teva seeks
approval in ANDA No. 91-612 will infringe, induce infringement and/or contributorily infringe
one or more claims of the *230 Patent.

78.  On information and belief, Cibla participated in, contributed to, aided,
abetted, engaged in activities directed towards and/br induced infringement of the 230 Patent.

79.  Oninformation and belief, Cipla has and will continue to provide |
information ana material to Teva in connection with the preparation and submission of ANDA
No. 91-612, which seeks approval to offer tablets containing 300 mg of tenofovir disoproxil

fumarate for commercial sale in violation of the *230 Patent. The information and material
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sﬁpplied by Cipla was relied upon and used by Teva in the submission of ANDA No. 91-612.
By doing so, Cipla has énd will knowingly and intentionally participate in, contribute to, aid,
abet, engage in acts directed towards and/or induce the infringement of the *230 Patent.

80.  On information and belief, upon approval of ANDA No. 91-612, Cipla
will supply tenofovir disoproxil fumarate API to Teva for incorporation into generic tenofovir
disoproxil fumarate products, with the knowledge and intent that Teva will engage in the
comumercial impongtién, manufacture, use, sale and/or offer for sale of generic tenofovir
disoproxﬂ fumarate tablets in the United States in violation of the *230 Patent. By doing so,
Cipla will knowingly and intentionally participate in, contribute to, aid, abet, engage in acts
directed towards and/or induce the infringement of the *230 Pateﬁt. |

. 81. On information and belief, Cipla’s supply, commercial manufacture, use,
offer for sale or sale within the United States of the tenofovir disoproxil fumarate API described
in ANDA No. 91-612, and/or importation into thé United States of the tenofovir disoproxil

 fumarate API described in ANDA No.- 91-612, will infringe the *230 Patent directly and will

induce or otherwise contribute to acts of infringement of the 230 Patent by Teva.

COUNT 5
Infringement of U.S. Patent 5,922,695 (ANDA No. 90-894)

82. Plaintiff repeats and realleges paragraphs 1-32 above as if set forth herein.
83. On information and belief, Teva submitted or caused to be submitted an
: ANDA, specifically ANDA No. 90-894, to the FDA seeking approval té engage in the
commercial manufacture, use, sale and importation of tablets containing 200 mg of emtricitabine

and 300 mg of tenofovir disoproxil fumarate.
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84.  On information and belief, ANDA No. 90-894 seeks approval to

manufacture, use, sell and import tenofovir disoproxil fumarate for the purpose of treating HIV
_infection in adults.

85. By letter dated January 28, 2010 bursﬁant to 21 U.S.C. § 355(;)(2)(B)(i1)
(the “J. anuéry 28, 2010 Truvada® Notice Letter”), Teva notified Plaintiff that it had submitted
ANDA No. 90-894 to the FDA seeking approvél to engage in the commercial manufacture, use,
sale and importation of tablets containing 200 mg of emtricitabine and 300 mg of tenofovir
disoproxil fumarate prior to the expiration of the 695 Patent.

86. Inits ] anuary 28, 2010 Truvada® Notice Letter, Teva notified Plaintiff
that, as a part of ANDA No. 90-894, it had filed a Paragraph 1V certification with respect to the
695 Patent. This statutéry section requires, inter alia,v certification by the ANDA applicant, in
.its opinion and to the best of its knowledge, tﬁat the subject patent, here the *695 Patent, “is
fnvalid or will not be infringed by the manufacture, use or sale of the new drug for which this
application is submitted ....7 The statﬁte (21 U.S.C. § 355()(2)B)(v)(ID) also requires a

. Paragraph IV Notice Letter to “include a detailed factual statement of the factual and legal basis
of the applicant’s opinion that the patent is not valid or will not be infringed.” The FDA Rules
and Regulations (21 C.F.R. § 314.95(c)(6)(ii)) further require that the detailed statement.i.nclude,
“[f]or each claim of a patent alleged to be invalid of ﬁnenforceable, a full and detailed
explanation of the grounds supporting the allegatiéns.”

87. - Teva alleged in its January 28, 2010 Truvada® Notice Letter that Claims

1-5,9, 11-13, 15, 21, 25-30, and 32-34 of the *695 Patent are invalid and Claims 6-8, 10, 14, 16-
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20, 22-24, and 31 of the ‘695 Patent would not be infringed by the commercial manufacture, use,
sale and importation of its proposed product tha; is the subject of ANDA No. 90-894. -

88. By ﬁling ANDA No. 90-894 under 21 U.S.C. § 355(j) for the purposeé of
obtaining approval to engage iﬁ the commercial manufacture, use, sale and/or importation of
tablets containing 200 mg of emtricitabine and 300 mg of tenofovir disoproxil fumarate, before
the ’695 Patent’s expiration, Teva has committed an act of infringement of the *695 Patent under
35 U.S.C. §271(e)(2).

89.  On information and belief, Teva lacked a good faith basis for alleging
invalidity when ANDA No. 90-894 was filed and when the Paragraph IV ceﬁiﬁcation was made.
Teva’s‘ANDA and Paragraph IV certification is a wholl).f unjuétiﬁed infringement of the *695
Patent.

90. On information and belief, the commeréial mariufacture, use, sale and/or
importation of tablets containing 200 mg of emtricitabine and 300 mg of ténofovir disoproxil
ﬁmwate for the use for which Teva seeks approval in ANDA No. 90-894 will infringe, induce
infringement and/or contributorily infringe one or more claims of the *695 Patent.

91. * On information and belief, Cipla participated in, contributed to, aided,
abetted, engaged in activities directed towards and/or induced infringement of the *695 Patent.

92. Teva’s ANDA No. 90-894, which was produced in this litigation, éites to
and relies on Cipla’s DMF No. 020003.

93.  Cipla manufactures the tenofovir disoproxil fumarate API for tablets
containing 200 mg of emtricitabine and 300 mg of tenofovir disoproxil fumarate, as described in

ANDA No. 90-8%4.
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94, On information and belief, Cipla has and will continue to provide
information and material to Teva in connection with the préparatioﬁl and submission of ANDA
No. 90-894, which seeks approval to offer tablets containing 200 mg of emtricitabine and 300
mg of tenofovir disoproxil fumarate for commercial sale in violation of the 695 Patent. The
information and material supplied by Cipla was relied upon and used by Teva in the submission
of ANDA No. 90-894. By doing so, Cipla has and will knowingly and intentionally participate
in, contribute to, aid, abet, engage in acts directed tbwérds and/or induce the infringement of the
’695 Patent.

95. On information and belief, Cipla will, without authority, manufacture and
will cause the importation of tenofovir disoproxil fumarate API into the United.States, and/or
use, offer for sale, or sell it to Teva within the United States for subsequent commercial >sale by
Teva under ANDA No. 90-894, if approved.

| 96.  On information and belief, upon approval of ANDA No. 90-894, Cipla
will supply tenofovir disoproxil fumarate API to Teva fof incorporation into géneric tenofovir
disoproxil fumarate products, with the knowledge and intent that Teva will engage in the
commercial importation, manufacture, use, sale and/or offer for sale of generic tenofovir
‘disoproxil fumarate tablets in the United States in violation of the *695 Patént. By doing so,
Cipla will knowingly and intentionally participate in, contribute to, aid, abet, engage in acts
directed towards and/or induce the infringement of the 695 Patent.

97. On information and belief, Cipla’s supply, commiercial manufacture, use,
offer for sale or sale Within the United States of the tenofovir disoproxil fumarate API described

in ANDA No. 90-894, and/or importation into the United States of the tenofovir disoproxil
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fumarate API described in ANDA No. 90-894, will infringe the *695 Patent directly and will

induce or otherwise contribute to acts of infririgement of the *695 Patent by Teva.

" COUNT 6 _
Infringement of U.S. Patent 5,935,946 (ANDA No. 90-894)

98.  Plaintiff repeats and realleges paragraphs 1-32, 83-84, 92-93 and 95 abové .
as if set forth herein. ‘

99. | By its January 28, 2010 Truvada® Notice Letter, Teva notified Plaintiff
that it had submitted ANDA No. 90-894 to the FDA seeking approval to engage in the |
commercial manufacture, use, sale and importation of tablets containing 200 mg of emtricitabine
and 300 mg of tenofovir disoproxil fumarate prior to the expiration of the *946 Patent.

100.  Inits January 28, 2010 Truvada® Notice Letter, Teva notified Plaintiff
that, as a part of ANDA No. 90-894, it had filed a Paragraph IV certification with respect to the
’946 Patent. This statutory section requires, infer alia, certification by the ANDA applicant, in

| its opinion and to the best of its knowledge, that the subjeét patent, here the "946 Patént, “is
invalid or will‘not be infringed by the manufacture, use or sale of the néw drug for which this
application is submitted . . . .” The statute (21 U.S.C. § 355(j)(2)(B)(iv)(II)) also requires a
Paragraph IV Notice Letter to “include a detailed factual statement of the factual and legal basis
of the applicant’s opinion that the patent is not valid or will not be infringed.” The FDA Rules
and Regula?ions (21 CF.R. § 314.95(c)(6)(i1)) further require that the detailed statement include,
“[flor each claim of a patent alleged to be invalid or unenforceable, a full and detailed

explanation of the grounds supporting the allegations.”
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101.  Teva alleged in its January 28, 2010 Truvada® Notice Letter that Claims
1-6, 9-14, and 16—18 of the *946 Patent are invalid and Claim 7 of the ‘946 Patent would not be
infringed by the commercial manufacture, use, sale and importatiqn of its proposed product that
is the subject of ANDA No. 90-894.

102. By filing ANDA No. 90-894 under 21 U.S.C. § 355(j) for the purposes of
obtaining approval to engage in the commercial manufacture, use, sa_le and/or imbortation of
tablets containing 200 mg of emtricitabine and 300 mg of tenofovir disoproxil fumarate, before
the *946 Patent’s expiration, Teva has committed an act of infringement of the *946 Patent under
35US.C. § 271(e)(2).

103.  On information and belief, Teva lacked a good faith basis for alleging
invalidity when ANDA No. 90-894 was filed and when the Paragraph IV certification was made.
Teva’s ANDA and Paragraph IV certification is a wholly unjustified infringement of the *946
Patent. | |

104.  On information and belief, the commercial manufacture, use, sale and/or
importation of tablets containing 200 mg of emt_ricitabi.ne and 300 ﬁg of tenofovir disoproxil
fumarate for the use for which Teva seeks approval in ANDA No. 90-894 will infringe, induce
infringement and/or contributorily infringé one or more claims of the 946 Patent.

| 10'5‘. On information ‘andbelief, Cipla paﬁicipated in, contributed to, aided,
abetted, engaged in activities directed towards and/or induced infringement of the *946 Patent.

106.  On information and belief, Cipla has and will continue to provide
information and material to Teva in connection with the preparation and sublnissién of ANDA

No. 90-894, which seeks approval to offer tablets containing 200 mg of emtricitabine and 300
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mg of tenofovir disoproxil fumarate for commercial sale in violation of the *946 Patent. The
information and material suppliea by Cipla was relied upon and used by Teva in the submission
of ANDA No. 90-894. By doing so, Cipla has and will knpwingly and intentionally participate
in, contribute to, aid, abet, engage in acts directed towards and/or induce the infringement of the
’946 Patent.

107. On information and belief, upon approval of ANDA No. 90-894, Cipla
will supply tenofovir disoproxil fumarate API to Teva for incorporation into generic tenofovir
disoproxil fumarate products,‘witﬁ the knowledge and intent that Teva will engage in the
commercial impbltation, manufacture, use, sale and/or offer for sale of generic ténofovir
disoproxil fumarate tablets in the United States in violation of the 946 Patent. By doing so,
Cipla will knowingly and intentionally participate in, contribﬁte to, aid, abet, engage in acts
directed towards and/or induce the infringement of the *946 Patent.

108.  On information and belief, Cipla’s supply, commercial manufacture, use,
offer for sale or sale within the United States of the tenofovir disoproxil fumarate API described
in ANDA No. 90-894, and/or importation into the United States of the tenofovir disoproxil
fumarate API described in ANDA No. 90-894, will infringe the *946 Patent dir_ectly and will

induce or otherwise contribute to acts of infringement of the *946 Patent by Teva.

24



Case 1:10-cv-01796-RJS Document 38 Filed 06/15/11 Page 25 of 46

COUNT 7
Infringement of U.S. Patent 5,977.089 (ANDA No. 90-894)

109.  Plaintiff repeats and realleges paragraphs 1-32, 83-84, 92-93 and 95 above
as if set forth herein.

110. Byits Janﬁary 28, 2010 Truvada® Notice Létter, Teva notified Plaintiff
that it had submitted ANDA No. 90-894 to the FDA seeking approval-to engage in fhe
commercial manufacture, use, sale and importation of tablets containing 200 mg of emtrici-tabine
and 300 mg of tenofovir disoproxil fumarate prior to the expiration of the *089 Patent.

| 111. Inits January 28, 2010 Truvada® Notice Letter, Teva notified Plaintiff
that, as a part of ANDA No. 90-894, it had filed a Paragraph 1V certification with respect to the
- 089 Patent. This statutory section requires, inter alia, certification by the ANDA applicant, in
its opinion and to the best of its knowledge, that the subject patent, here the *089 Patent, “is
invalid or will not be infringed by the manufacture, use or sale of the new drug for which this
application is submitted . . . .” The statute (21 U.S.C. § 355()(2)(B)(iv)(1)) also requires a
Paragraph IV Notice Letter to “include a detailed factual statement of the factual and legal basis
of the applicant’s opinion that the patent is not valid or will not be infringed.” The FDA Rules
and Regulations (21 C.F.R. § 314.95(c)(6)(i1)) further require that the detailed statement inchude,
“[fJor each claim of a patent alleged to be invalid or unenforceable, a full and detailed
explanation of the grounds supporting the allegations.”

112. Te;fa alleged in its January 28, 2010 Truvada® Notice Letter that Claims
1-3 of the ’089 Patent are invalid. v

113. By filing ANDA No. 90-894 under 21 U.S.C. § 355(j) for the purposes of
obtaining approval to engage in the commercial manufacture, use, sale and/or importation of
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tablets containing 200 mg of emtricitabine and 300 mg of tenofovir disoproxil fumarate, before
the "089 Patent’s expiration, Teva has committed an acf of infringement of the *089 Patent under
35U.8.C. § 271(e)(2).

114.  On information and belief, Teva lacked a good faith basis for alleging
invalidity when ANDA No. 90-894 was filed and when the Paragraph IV certification was made.
Teva’s ANDA énd Paragrapﬁ 1V certification is a wholly unjustified infringement of the ’089
Patent.

115.  On information and b¢lieﬁ the commercial manufacture, use, sale and/or
importation of tablets containing 200 mg of emtricitabine and 300 mg of tenofovir disoproxil

- fumarate for the usé for which Teva seeks approval in ANDA No. 90-894 will infringe, induce
infringement and/or contributorily infringe one ér more claims of the 089 Patent.

116.  On information and belief, Cipla participated in, contributed to, aided,
abetted, engaged in activities directed towards and/or induced infringement of the *089 Patent.

117.  On information and belief, Cipla has and will continue to provide

linfonnation and material to Teva in connection with the vpreparation and submission of ANDA
No. 90-894, which seeks approval to offer tablets containing 200 mg of emtricitabiné and 300
mg of tenofovir disoproxil fumarate for c01ﬁrnefcial sale in violation of the *089 Patent.- The
inforrnation and material supplied by Cipla was relied upon and used by Teva in the submission |
of ANDA No. 90-894. By doing so, Cipla has and will knowingly and intentionally participate
In, contribute to, aid, abet, engage in acts directed towards and/or indpce_ the infringement of the

089 Patent.
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118.  On information and belief, upon approval of ANDA No. 90-894, Cipla
will supply tenofqvi‘r disoproxil fumarate API to Teva for incorporation into generic tenofovir
disoproxil fumarate products, with the knowledge and intent that Teva will engage in the
commercial‘ importation, manufacture, use, sale and/or offer for sale of generic tenofovir -
disoproxil fumarate tablets in the United States in violation of the ’089 Patent. By doing so,
Cipla will knowingly and intent_ionally participate in, contribute to, aid, abet, engage in acts .
directed towards and/or induce the infringement of the ’089‘Patent.

119.  On information and belief, Cipla’s supply, commercial manufacture, use,
offer for sa]¢ or sale within the United States of the tenofovir disoproxil fumarate API described
in ANDA No. 90-894, and/or importation into the United States of the tenofovir disoproxil
fumarate API described in ANDA No. 90-894, will infringe the *089 Patent directly and will

induce or otherwise contribute to acts of infringement of the *089 Patent by Teva.

COUNT 8 .
Infringement of U.S. Patent 6,043,230 (ANDA No. 90-894)

120.  Plaintiff repeats and realleges paragraphs 1-32, 83-84, 92-93 and 95 above
as if set forth herein. _ |

121. By its January 28, 2010 Truvada® Notice~Letter, Teva notiﬁelelaintiff
that it had submitted ANDA No. 90-894 to the FDA seeking approval to engage in the
‘commercial manufacture, use, sale and importation of tablets containing 200 mg of emtricitabine
and 300 mg of tenofovir disoproxil fumarate prior to the expiration of the 230 Patent.

122, Inits January 28, 2010 Truvada® Notice Letter, Teva notified Plaintiff .
that, as a pén of ANDA No. 90-894, it had filed a Paragraph IV certification with respect to the
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*230 Patent. This statutory section requires, inter alia, certification by the ANDA applicant, in
its opinion and to the best of ifs knowledgé, that the subject patent, here the *230 Patent, “is
invalid or will not be infringed by the manufacture, use or sale of the new drug for whiph this
application is éubmitted ....” The statute (21 U.S.C. § 355(G)(2)(B)(iv)(11)) also requires a
Paragraph IV Notice Letter to “include a detailed factual statement of the factual and legal basis
of the applicant’s opinion that the patent is not valid or will not be infringed.” The FDA Rules
and Regulations (21 C.F.R. § 314.95(c)(6)(ii)) further require that the detailed statement include,
“[f]or each claim of a patent alleged to be invalid or unenforceable, a full and detailed
explanation of the grounds supporting the allegétions.”

123, Teva alleged in its January 28, 2010 Truvada® Notice Letter that Claims
1-4 of the °230 Patent are invalid.

124. By filing ANDA No. 90-894 under 21 U.S.C. § 355(j) for the purposes of
obtaining approval to engage in the commercial mamifacture, use, sale and/or importation of
tablets containing 200 mg of elntricitabine and 300 mg of tenofovir disoproxil fumarate, before
the *230 Patent’s expiration, Teva has committed an act of infringement of thé ’230~Patent under
35U.8.C. § 271(e)(2).

125.  On information and belief, Teva lacked a good faith basxs for alleging
invalidity when ANDA No 90- 894 was filed and when the Paragraph IV certification was made.
Teva’s ANDA and Paragraph IV certification is a wholly unjustified infringement of the *230
Pateﬁt.

126.  On information and belief, the commercial manufacture, use, sale and/or

importation of tablets containing 200 mg of emtricitabine and 300 mg of tenofovir disoproxil
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fumarate for the use for which Teva seeks approval in ANDA No. 90-894 will infringe, induce
infringement and/or cqntributorily infringe one or more claims of the *230 Patent.

127.  On information and belief, Cipla participated in, contributed to, aided,
abetted, engaged in activities directed towards and/or induced infringement of the *230 Patent.

128. | On information and belief, Cipla has and will continue to brovide
information and material to Teva in connection with the preparation and submission of ANDA
No. 90-894, which seeks approval to offer tablets containing 200 mg of emtricitabine and 300
mg of tenofovir disbproxil fumarate for commercial sale in violation of lthe ’230 Patent. The
information and material supplied by Cipla was relied upén and used by Teva in.the submission
of ANDA No. 90-894. By doing so, Cipla has and will knowingly and intentionally participate
in, contribute to, aid, abet, engage in acts directed towards and/or induce the _infringe_ment of th¢
’230 Patent.

129.  On information and belief, upon approval.of ANDA No. 90-894, Cipla
will suppl_-y tenofovir disoproxil fumarate API to Teva for incorporation into generic tenofovir
disoproxil fumarate products, with the knowledge and intent that Teva will engage in the
commercial importation, manufacture, use, sale and/or offer for sale of generic tenofovir
disoproxil fuﬁarate tablets in thé United States in violation of the *230 Patent. By doing so,
_Cipla will know.ingly and intentionally participate in, contribute to, aid, abet, engage in acts
directed towards and/or induce the infringement of the 230 Patent.

130.  On information and belief, Cipla’s supply, commercial manufacture, use,
offer for sale or sale within the United States of the tenofovir disoproxil fumarate Ai’l described

in ANDA No. 90-894, and/or importation into the United States of the tenofovir disoproxil '
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ﬁ:marate API described in ANDA No. 90-894, will infringe the ’230 Patent directly and will

induce or otherwise contribute to acts of infringement of the 230 Patent by Teva.

COUNT 9 ‘
Infringement of U.S. Patent No. 5,922.695 (ANDA No. 91-215)

131.  Plaintiff reﬁeats and realleges paragraphs 1-32 above as.if set forth herein.
_ 132. On information and belief, Teva submitted or caused to be submitted an
ANDA, specifically ANDA No. 91-215, to the FDA seeking approval to engage in the
commercial manufacture, use and sale of tablets containing 600 mg of efavirenz, 200 mg of
emtricitabine and 300 mg of tenofovir disoproxil fumarate.

133. On information and belief, ANDA No. 91-215 seeks approval to
manufacture, use, aﬁd sell tenofovir disoproxil fumarate for the purpose of treating HIV infection
in adults.

134. By letter dated January 28, 2010 pursuant to 21 U.S.C. § 355(G)(2)(B)(ii)
(the “January 28, 2010 Atripla® Notice Letter”), Teva notified Plaintiff that it had submitted
ANDA No. 91-215 to the FDA seeking approval to engage in the commercial manufacture, use
and sale of tablets containing 600 mg of efavirenz, 200 mg of emtricitabine and 300 mg of
tenofovir disoproxil fumarate prior to the expiration of the *695 Patent.

135. Inits Januafy 28,2010 Atrip1a® Notice Letter, Teva notified Plaintiff that,
as a part of ANDA No. 91-215, it had filed a -Pa‘ragraph IV certification with respect to the 695
Patent. This statutory section requires, inter dlia, certification by the ANDA applicant, in its
opinion and to the best of its knowledge, that the subject patent, here the *695 Patent, “is invalid

or will not be infringed by the manufacture, use or sale of the new drug for which this
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application is submitted . . . .” The statute (21 -U.S.C. § 355(G)(2)(B)(iv)(Il)) also requires a
Paragraph IV Notice Letter to “include a detailed factual statement of the- factual and legal bésis
of the applicant’s opinion that the patent is not valid or will not be infringed.” The FDA Rules

“and Regulations (21 C.F.R. § 314.95(c)(6)(ii)) further require that the detailed statement include,
“[f]or each claim of a patent alleged to be invalid or unenforceable, a full and detailed
explanation of the grounds supporting the allegations.”

136. Teva alleged in its January 28, 2010 Atripla® Notice Letter that Claims 1-
5,9,11-13, 15, 21, 25-30, and 32-34 of the ’695 Patent are invalid and Claims 6-8, 10, 14, 16-
20, 22—24, and 31 of the ‘695 Patent would not be infringed by the cornmercial. manufacture, use,
and sale of its proposed product that is the subject of ANDA No. 91-215.

137. By filing ANDA No. 91-215 under 21 U.S.C. § 355(j) for the pu’rpose;s of
obtair_ling approval to engage in the commercial manufacture, use and/or sale of tablets
containing 600 mg efavirenz, 200 mg of efntricitabine and 300 mg of tenofovir disoproxil
fumgrate, before the *695 Patent’s expiration, Teva has committed an act of infringement of the -
’695 Patent under 35 U.S.C. § 271(5)(2).

138. On ‘information and beiief, Teva lacked a good faith basis for alleging

‘invalidity when ANDA No. 91-215 was filed and when the Paragraph 1V certification was made.
Teva’s ANDA and Paragraph‘IV ce‘rtiﬁcation is a wholly unjustified infringement of the *695
Patent.

139. On infoﬁnation and belief, the commercial manufaéture, use and/or sale of

tablets containing 600 mg efavirenz, 200 mg of emtricitabine and 300 mg of tenofovir disoproxil
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fumarate for the use of which Teva seeks approval in ANDA No. 91-215 will infringe, induce
infringement and/of contributorily infringé one or more claims of the *695 Patent.

140. On information and belief, Cipla partiéipated in, contributed to, aided,
abetted, engaged in activities -directed towards and/or induced infringerﬁent of the ’695 Patent.

141. Teva’s ANDA No. 91-215, which was produced in this litigation, cites to
and relies on Cipla’s DMF No. 020003.

142.  Cipla manufactures the tenofovir disoproxil fumarate API for tablets
containing 600 mg efavirenz, 200 mg of emtricitabine and 300 mg of tenofovir disoproxil
fumarate, as described in ANDA No. 91-215.

143, On information and belief, Cipla has and will continue to provide
information and material to Teva in connection With the preparation and submission of ANDA
No. 91-215, which seeks approval to offer tablets containing 600 mg efavirenz, 200 mg of
emtricitabine and 300 mg of tenofovir disoproxil fumarate for commercial sale in .violatio'n of the
’695 Patent. The information and material supplied by Cipla was relied upon and used by Teva
in the submission of ANDA No. 91-215. By doing so, Cipla has and Will knowingly and
intentionally participate in, contribute to, aid, abet, engage in acts directed towards and/or induce
the infringement of the "695 Patent.

144. On information and beiief, Cipla will, without authority, manufacture and
will cause the imporfation of tenofovir disoproxil fumarate API into the United States, and/or
uée, offer for sale, or sell it to Teva within the United States for subsequent commercial sale by

Teva under ANDA No. 91-215, if approved.
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145. On inforr'nat'ion and belief, upon approval of ANDA No. 91-215, Cipla
will supply tenofovir disoproxil fumarate API to Teva for incorporation into generic tenofovir
disoproxil fumarate products, with the knowledge and intent that Teva will engage in the
comumercial importation, manufacture, use, sale and/or offer for sale of generic tenofovir
disoproxil fumarate tablets in the United States in violation of the *695 Patent. By doing so,
Cipla will knowingly and intentionally participate in, contribute to, aid, abet, engage in acts
directed towards and/or induce the‘infringemeni of the *695 Patent.

146.  On information and belief, Cipla’s supply, commercial manufacture, use,
offer for sale or sale within the United States of the tenofovir Adisoproxil fumarate API described
in ANDA No. 91-215, and)or importation into the United States of the tenofovir disoproxil
fumarate API described in ANDA No. 91-215, will infringe the *695 Patent diréctly and will

induce or otherwise contribute to acts of infringement of the *695 Patent by Teva.

COUNT 10
Infringement of U.S. Patent No. 5,935,946 (ANDA No. 91-215)

147.  Plaintiff repeats and realleges paragraphs 1-32, 132-133, 141-142 and 144
above as if set forth herein.
148. Byits January‘28, 2010 Atripla® Notice Letter, Teva notified Plaintiff
that it had submitted ANDA No. 91-215 to the FDA seeking apéroval to engage in the
: comnlleroial manufacture, use and sale of tablets containing 600 mg of efavirenz, 200 mg of
“emtricitabine and 300 mg of tenofovir disoproxil fumarate prior to the expiration of the ’946

P_atent.
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149. Inits] anuéry 28,2010 Atripla® Notice Letter, Teva notified Plaintiff that,
-.as a part of ANDA No. 91-215, it had filed a Paragr’aph IV certification with respect to the 946
Patent. This statutory section requires, inter alia, certification by the ANDA applicant, in its
opinién and to the best of its knowledge, that the subject patent, here the *946 Patent, “is invalid
or will not be infringed by the manufacture, use or sale of the new drug for which this
application is submitted . . . .” The statute (21 U.S.C. § 355(j)(2)(B)(iv)(IIj) also requires a
Paragraph 1V Notice Letter to “include a detailed factual statement of the factual and legal basis
of the applicant’s opinion that the patent is not valid or will not be infringed.” The FDA Rules
and Regulations (21 C.F.R. § 314.95(c)(6)(ii)) further require_ that the detailed statement include,
" “[flor each claim of a patent alleged to be invalid of unenforceable, a full and detailed
explanation of the grour»ids supporting the allegations.”

150. Teva alleged in it$ January 28, 2010 Atripla® Notice Letter that Claims 1-
6, 9-14, and 16-18 of the *946 Patent are invalid and Claim 7 of the ‘946 Patent would not be
infringed by the commercial manufacture, use, and sale of its proposed product that is the subject
" of ANDA No. 91-215.

151. By filing ANDA No. 91-215 under 21 U.S.‘C. § 355(j) for the purposes of
obtaining approval to engage in the commercial manufacture, use and/or sale of tablets
containing 600 mg efavirenz, 200 mg of emtricitabine and 300 mg of tenofovir disoproxil
ﬁnﬁarate, before the 946 Patent’s expiration, Teva has committed an act of infringement of the
’946 Patent under 35 U.S.C. § 271(e)(2).

152, On information and belief, Teva lacked a good faith basis for alleging

invalidity when ANDA No. 91-215 was filed and when the Paragraph IV certification was made.
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Teva’s ANDA and Paragraph IV certification is a wholly unjustified infringement of the *946
Patent. |

153.  On information and belief, the commercial manufacture, use and/or sale of
tablets containing 600 mg efavirenz, 200 mg of emtricitabine and 300 mg of tenofovir disoproxil
fumarate for the use of which Teva seeks approval in ANDA No. 91-215 will infringe, induce
infringement and/or contributorily infringe oﬁe or more claims of the '946 Patent.

154, On information and belief, Cipla participated in, contributed to, aided,
abetted, engaged in activities directed towards and/or induced infringement of the 946 Patent.

155.  On information and belief, Cipla has and will con‘éinue to provide
information and material to Teva in connection with the preparation and submission of ANDA
No. 91-215, which seeks approval to offer tablets containing 600 mg efavirenz, 200 mg of
emtricitabine and 300 mg of tenofovir disoproxil fumarate for commercial sale in violation of the
’946 Patent. The information and material supplied by Cipla was relied upon and used by Teva
* in the submission of ANDA No. 91-215. By doing so, Cipla has and will knowingly and
intentionally participate in, contribﬁte to, aid, abet, engage in acts directed towards and/or induce
the infringement of the 946 Patent.

156.  On information and belief, upon approval of ANDA No. 91-215, Cipla
will supply tenofovir disoproxil fumarate AP to Teva for incorporation into generic tenofovir
* disoproxil fumarate products, with the knowledge and intent that Teva will engage in the
~ commercial importatjon, manufacture, use, sale and/or offer for sale of generic tenofovir

disoproxil fumarate tablets in the United States in violation of the 946 Patent. By doing so,
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VCip'Ia will knowiﬁgly and intentionally participate in, contribute to, aid, abet, engage in acts
directed towards and/or induce the infringement of the *946 Patent.

157. On information and belief, Cipla’s supply, commercial manufacture, use,
offer for sale or sale within the United States of the tenofovir disoproxil fumarate API described
in ANDA No. 91-215, and/or importation into the United States of the tenofovir disoproxil
fumarate API described in ANDA No. 91-215, will infringe the *946 Patent directly and will

- induce or otherwise contribute to acts of infringement of the 946 Patent by Teva.

COUNT 11 :
Infringement of U.S. Patent No. 5.977.089 (ANDA No. 91-215)

158.  Plaintiff repeats and realleges paragraphs 1-32, 132-133, 141-142 and 144
above as if set forth herein.

159. By its January 28, .2010'Atripla® Notice Letter, Teva notified Plaintiff
that it had submitted ANDA No. 91-215 to the FDA seeking approval to engage in the
commercial mahufacture, use and sale of tablets containing 600 mg of efavirenz, 200 mg of
emtricitabine and 300 mg of tenofovir disoproxil fumarate prior to the expiration of the "089
Patent, '

160. Inits Jan_uary 28, 2010 Atripla® Notice Letter, Téva notified Plaintiff that,
as a part of ANDA No. 91-215, it had filed a Paragraph 1V certification with respect to the 089
Patent. This statutory section requires, inter alia, certification by the ANDA applicant, in its
opinion and to the best of its knowledge, that the subject patent, here the *089 Patent, “is invalid
or will not be infringed by the manufacture, use or sale of the new drug for which this
application is submitted . . . .” The statute (21 U.S.C. § 355()(2)(B)(iv)(1L)) also requires a
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Paragraph IV Notice Letter to “include a détailed factual statement of the factual and legal basis
of the appiicant’s opinion that the patent is not valid or will not be infringed.” The FDA Rules
‘and Regulations (21 C.F.R. § 314.95(c)(6)(i1)) further require that the detailed statement include,
“[flor each claim of a patent alleged to be invalid or unenforceable, a full and detailed
explanation of the grounds supporting the allegations.”

161.  Teva alleged in its January 28, 2010 Atripla® Notice Letter that Claims 1-
3 of the *089 Patent are invalid. . "

162. By filing ANDA No. 91-215 under 21 U.S.C. & 355(j) for the purposes of
obtaining approval to engage. in the commercial manufacture, use and/or sale of tablets
containing 606 mg efavirenz, 200 mg of emtricitabine and 300 ng of tenofovir disoproxil
fumarate, before the 089 Patent’s expiration, Teva has committed an act of infringement of the
"089 Patent under 35 U.S.C. § 271(e)(2).

163.  On information and belief, _Tevé lacked a good faith basis for alleging
invalidity when ANDA No. 91-215 was filed and when the Paragraph IV certification was made.

Teva’s ANDA and Paragraph IV certification is a wholly unjustified infringement of the *089
Patent.

164. On- infonnation and belief, the comme.rcial manufacture, use and/or sale of
tablets containing 600 mg efavirenz, 200 mg of emtricitabine and 300 mg of tenofovir disoproxil
ﬁlmarate for the use of which Teva seeks approval in ANDA No. 91-215 will infringe, induce
infringement and/or contributorily infringe one or more claims of the *089 Patent.

165.  On information and belief, Cipla participated in, contributed to, aided,

abetted, engaged in activities directed towards and/or induced infringement of the"’089' Patent.
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166.  On information and belief, Cipla has and will continue to provide
information and material to Teva in connection with the preparation'and submission of ANDA
No. 91-2A15,.which seeks approval to offer tableté containing 600 mg efavirenz, 200 mg of
emiricitabine and 300 mg of tenofovir diséproxil fumarate for commercial sale in violation of the
’089 Patent. The information and material supplied by Cipla was relied upon aﬁd used by Teva
in the submission of ANDA No. 91-215. By do_iﬁg so, Cipla has and will kno_wirigly and
intentioﬁally participate in, contribute to, aid, abet, engage in écts directed towards and/or induce
the infringement of the *089 Patent.

 167.  On information and belief, upon approval of ANDA No. 91-215, Cipla
will supply tenofovir disoproxil fumarate API to Teva fof incorpbraﬁon into generic tenofovir
disoproxil fumarate products, with the knowledge and int‘ent that Teva will eﬁgage in the
commercial importation, manufacture, use, sale and/or offer for sale of generic tenofovir
disoproxil fumarate tablets in the United States in violation of the *089 Patent. By doing so,
Cipla will knowingly and intentionally participate in, contribute to, aid, abet, engage in acts
directed towards and/or induce the infringement of the *089 Patent.

168.  Oninformation énd belief, Cipla’s supply, commercial manufacture, use,
offer for sale or sale within the United States of the tenofovir disoproxil fumarate API described
in ANDA No. 91-215, and/or importation into the United States of the tenofovir disoproxil
fuﬁqarate API described in ANDA No. 91-215, will infringe the *089 Patent directly and will

induce or otherwise contribute to acts of infringement of the *089 Patent by Teva.
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COUNT 12
Infringement of U.S. Patent No. 6,043,230 (ANDA No. 91-215)

169.  Plaintiff repeats and realleges paragraphs 1-32, 132-133, 141-142 and 144
above as if set forth herein. |

170. By its January 28, 2010 Atripla® Notice Letter, Teva notified Plaintiff
’;hat it had subﬁitted ANDA No. 91-215 to the FDA seeking approval to eﬁgage in the
commercial manufacture, use and sale of tablets containing 600 mg of efavirenz, 200 mg of
‘emtricitabine and 300 mg of tenofovif disoproxil fumarate prior to the expiration of Athe ’230
Patent.

171, Inits January 28, 2010 Atripla® Notice Letter, Teva notified Plaintiff that,
asa ﬁart of ANDA No. 91-215, it had filed a Paragraph IV certification with respect to the *230
Patent. This statutory section requires, infer alia, certification by the ANDA applicant, in its
opinion and to the best of its knowledge, that the subject patent, here the *230 Patent, “is} invalid
or will not be infringed by the manufacture, use or sale of the new drug for which this
application is submitted . . ..” The statute (21 U.S.C. § 355(G)(2)(B)(iv)(ID)) also requires a
Paragraph IV Notice Letter to “include a detailed factual statement of the factual and legal basis
of the applicant’s opinion that the patent is not valid or will not be infringed.” The FDA Rules
and Regulations (21 C.F.R. § 314.95(c)(6)(ii)) further require that the detailed statement include,
“[fJor each claim of a patent alleged to be invalid or unenforceable, a full and detsiled
explanation of the grounds supporting the allegations.”

172.  Teva alleged in its January 28, 2010 Atripla® Notice Letter that Claims 1-

4 of the *230 Patent are invalid.
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173. By filing ANDA No. 91-215 under 21 U.S.C. § 355(j) for the purposes of
obtaining approval to éngage i the cémmercial manufacture, use and/or sale of tablets |
cohtaining 600 mg efavirenz, 200 mg of emtricitabine and 300 mg of tenofovir disoproxil
fumarate, before the *230 Patent’s expiration, Teva has committed an act of infringement of the
230 Patent under 35 U.S.C. § 271(e)(2).

174. On information and belief, Teva lacked a good faith basis for alleging
invalidity when ANDA Nd. 91-215 was filed and when the Paragraph IV certification was made.
Téva’s ANDA and Paragfaph 1V certification is a v;/holly unjustified infﬁngement of the 230
Patent.

175.  On information and belief, the commercial manufacture, use and/or sale of
tablets containing 600 mg efavirenz, 200 mg of emtricitabine and 300 mg of tenofovir disoproxil

 fumarate for the use of which Teva seeks approval in ANDA No. 91-215 will infringe, induce
infringement an_d/é; contributorily infringe one or moré claims of the *230 Patent.

176.  On information and belief, Cipla participated in, contributed to, aided,
abetted, engaged in activities directed towards and/or induced infringement of the 230 Patent.

177.  On information and belief, Cipla has and will continue to provide
information and material to Teva in connection with the preparation and submission of ANDA
No. 91-215, which seeks approval to offer tablets containing 600 mg efavirenz, 200 mg of
emtricitabine and 300 mg of tenofovir disoproxil fumarate for commercial sale in violation of the
’230 Pateﬁt. The information and material supplied by Cipla was relied upon and used by Teva

in the submission of ANDA No. 91-215. By doing so, Cipla has and will knowingly and
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intentionally particibate In, contribute to, aid, abet, engage in acts directed towards and/or induce
the infringement of the *230 Patent. |

178.  On information and belief, upon approvalv of ANDA No. 91-215, Cipla
will supply tenofovir disoproxil fumarate API to Teva for incorporation into generic tenofovir
disoproxil fumarate products, with the knowledge and intent that Teva will engage in the
commercial importation, manufacture, use, sale and/or offer for sale of generic tenofovir
diséproxil fumarate tablets in the United States under in violation of the *230 Patent. By doing
so, Cipla will knowingly and intentionally participate in, contribute to, aid, abet, engage in acts
directed t&wards and/or induce the infringement of the 230 Patent.

179.  On information and belief, Cipla’s supply, commercial manufacture, use,
offer for sale or sale within the United States of the tenofovir disoproxil fumarate API described
in ANDA No. 91-21 5, and/or importation into the Unitea States of the tenofovir disoproxil
fumarate API described in ANDA No. 91-215, will infringe the *230 Patent directly and wilvl

- induce or otherwise contribute to acts of infringement of the *230 Patent by Teva.

180.  This case is an exceptional one, and Plaintiff is entitled to an award of
their reasonable attorney fees under 35 U.S.C. § 285.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff respectfully requests the following relief:
(a) A judgment declanng that the effective date of any approval of Teva’s ANDA
No. 91-612 under Secnon 505(j) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. § |
355(3)) be a date which is not earlier than the expiration of the *695 Patent or any later date of

exclusivity to which Plaintiff are or become entitled;
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(b) A judgment declaring that the effective date of any approval of Teva’s ANDA
No. .91-612 under Section 505(j) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. §
355(j)) be a date which is not earlier than the expiration of the »’946. Patent or any later date of
exclusivity to which Plaintiff are or become entitled;

(¢) A judgment declaring that the effective date of any approval of Teva’s ANDA
No. 91-612 under Section 505(j) of the Federal Food, Drug and Cosmetic Act 21 US.C. §
- 355(3)) be a date which is not earlier than the expiration of the 089 Patent or any later date of
exclusivity to which Plaintiff are or become entitled;

(@) A jﬁdgment declaring that the effective date of any approval of Teva’s ANDA
' Né. 91-612 under Section 505(j) of the Federal Food, Drug and Cosmetic Act (21 US.C. §
355(j)) be a date which is not earlier than the expiration of the *230 Patent or any later date of
exclusivity to which Plaintiff are or become entitled;

(e) A judgment declaring that the effective date of any approval of Teva’s ANDA
No. 90-894 under Section 505(j) of the Federal Food, Drug and Cosmetic Act (21 US.C. §
355())) be a date which is not eaﬂier than the expiration of the *695 Patent or any later date of
exclusivity to which Plaintiff are or become entitled; '
| (f) A judgment declaring that the effective date of any approval of Teva’s ANDA
No. 90-894 under Section 505(j) of the Federal Food, Drug and Cosmetic Act (21US.C. §
355(j)) be a date which is not earlier than the expiration of the *946 Patent or any later date of
-exclusivity to which Plaintiff are or become entitled;

(8) A judgment declaring that the effective date of any approval of Te\{a’s ANDA

- No. 90-894 under Section 505(j) of the Federal Food, Drug and Cosmetic Act (21 US.C. §
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355())) be a date which is not earlier than the expiration of the *089 Patent or any later date of
exclusivity to which Pléintiff are or become entitled;

_ (h) A judgment declaring tha.t the effective date of any approval of Teva’s ANDA
vNo. 90-894 under Section 505(j) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. §
3550)) be a date which is not earlier than the expiration of the 230 Patent or any later date of
exclusivity to which Plaintiff are or become entitleci; |

@ A judgrﬂent.declaring that the effective date of any approval of Teva’s ANDA
No. 91-215 under Section 505(j) of the Federal Food, Drug and Cosmetic Act (21 US.C. §

- 355(j)) be a date which is not earlier than the expiration of the *695 Patent or any later date of
exclusivity to which Plaintiff are or become entitled;

G A Judgment declaring that the effective date of any approval of Teva’s ANDA
| No. 91-215 under Section 505(j) of the Federal Food, Drug and Cosmetic Aét 21 US.C.§
355(j)) be a date which is not earlier than the expiration of the *946 Patent or any later date of
exclusivity to which Plaintiff are or become entitled;

(k) A judgment declaring that the effective date of any approval of Teva’s ANDA
No. 91-215 under Section 505(}') of the-Federal Food, Drug and Cosmetic Act (21 U.S.C. §
355(j)) be a date which is not earlier than the expirétion of the ’689 Patent or any later date of
exclusivity to which Plaintiff are or become entitled; |

() A judgment declaring that the effective date of any approval of Teva’s ANDA
No. 91-215 under Section 505.0) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. §
355(j)) be a date which is not earlier than the expiration of the *230 Patent or any later date of

exclusivity to which Plaintiff are or become entitled;
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(m) A judgment declaring that the *695 Patent remains valid, enforceable and has
been infringed by Teva and/or Cipla;

(n) A judgment declaﬁng that the 946 Patent remains valid, enforceable and has

“been infringed by Teva and/or Cipla;
" (0) A judgment declaring that the 089 Patent remains valid, enforceable and has
been infringed By Teva and/or Cipla;

(p) A judgment declaring that the 230 Patent remains valid, enforceable and has
been infringed by Teva and/or Cipla;

(@) A permanent injunction against any infringement of the 695 Patent by Teva
and/or Cipla, their officers, agents, attorneys and employees, and those acting in f)rivity or
contract with them; .

(r) A permanent injunction against any infringement of the *946 Patent by Teva
and/or Cipla, their officers, agents, attorneys and employees, and those acting in privity or
contract with thvem;

(s) A permanent injunction against any infringement of the *089 Patent by Teva,
and/or Cipla, their officers, agents, attorneys and employees, and those acting in privity or

* contract with them;
(t) A permanent injunction against any infringement of the *230 Patent by Teva,
and/or Cip].a, their officers, agents, attorneys and employees, and those acting in privity or - ‘

contract with them;
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(u) A permanent injunction restraining and enjoining Teva and/or Cipla from
importing tenofovir disoproxil or tenofovir disoproxil fumarate into the United States in violation
of the ’693, "946, *089 and 230 Patents;

) A. judgment that this is an exceptional case, and that Plaintiff are entitled to an
award of reasonable attorney fees pursuant to 35 U.S.C. § 285;

(w)To the extent that Teva and/or Cipla ha;c, committed any acts with respect to
the subject matter claimed in the ‘695 Patent, other than 'thoée acts expressly exempted by 35
U.S.C. § 271 (e)(1), an award of damages for such acts, which should be trebled pursuant to 35
U.S.C. § 284;

(x) To the extent that Teva and/or Cipla has committed any acts with respect to
the subject matter claimed in the ‘946 Patent, other than those acts éxpressly exempted by 35
U.S.C. § 271 (e)(1), an award of damages for such acts, which should be trebled puréuant to 35
U.S.C. § 284; |

(y) To the extent that Teva and/or Cipla Has committed any acts with respect to
the subject_ matter claimed in the ‘089 Patent, other than those acts expressly exempted by 35
U.S.C. § 271 (e)(1), an award of damages for sﬁch acts, which should be trebied pursuant to 35
U.S.C. § 284;

(z) To the extent that Teva and/or Cipla has committed any acts with respect to
the subject matter claimed in the ‘230 Patent, other than those acts expressly exempted by 35
- US.C. § 271 (e)(1), an award of damages for such acts, which should be trebled pursuant to 35
U.S.C‘. § 284;

(aa)  Costs and expenses in this action; and
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(bb)  Such other relief as this Court may deem proper.

Junelb , 2011
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