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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION

COMMISSIONERS: Edith Ramirez, Chairwoman
Maureen K. Ohlhausen
Terrell McSweeny

In the Matter of

TEVA PHARMACEUTICAL INDUSTRIES LTD.,
a corporation;

Docket No. C-4589

and

ALLERGAN PLC,
a corporation.

N N’ N N N N N N N N N

DECISION AND ORDER
[Public Record Version]

The Federal Trade Commission (“Commission”), having initiated an investigation of the
proposed acquisition by Respondent Teva Pharmaceutical Industries Ltd. (“Teva”) of the voting
securities of certain entities (defined herein as “Allergan Generic Pharmaceutical Entities”) and
related assets from their ultimate parent entity, Respondent Allergan plc (“Allergan”) (Teva and
Allergan hereinafter collectively referred to as “Respondents”), and Respondents having been
furnished thereafter with a copy of a draft of Complaint that the Bureau of Competition proposed
to present to the Commission for its consideration and which, if issued by the Commission,
would charge Respondents with violations of Section 7 of the Clayton Act, as amended, 15
U.S.C. § 18, and Section 5 of the Federal Trade Commission Act, as amended, 15 U.S.C. § 45;
and

Respondents, their attorneys, and counsel for the Commission having thereafter executed
an Agreement Containing Consent Orders (“Consent Agreement”), containing an admission by
Respondents of all the jurisdictional facts set forth in the aforesaid draft of Complaint, a
statement that the signing of said Consent Agreement is for settlement purposes only and does
not constitute an admission by Respondents that the law has been violated as alleged in such
Complaint, or that the facts as alleged in such Complaint, other than jurisdictional facts, are true,
and waivers and other provisions as required by the Commission’s Rules; and






“Allergan” means: Allergan plc; its directors, officers, employees, agents,
representatives, successors, and assigns; and its joint ventures, subsidiaries, divisions,
groups, and affiliates, in each case controlled by Allergan plc, and the respective
directors, officers, employees, agents, representatives, successors, and assigns of each.

“Commission” means the Federal Trade Commission.
“Respondents” means Teva and Allergan, individually and collectively.
“Acquirer(s)” means the following:

1. aPerson specified by name in this Order to acquire particular assets or rights that a
Respondent is required to assign, grant, license, divest, transfer, deliver, or
otherwise convey pursuant to this Order and that has been approv each.l4 T






1. “Betamethasone Dipropionate Product(s)” means the Products manufactured, in
Development, marketed, or sold, pursuant to each of the following Applications:

a.

NDA No. 019137, ANDA No. 070885, and any ANDA that relies on NDA
No. 019137 as the Reference Listed Drug. These Products are topically
administered creams containing, as an active pharmaceutical ingredient,
betamethasone dipropionate, at the following strength: EQ 0.05% Base;

ANDA No. 070275, ANDA No. 070281, and any ANDA that relies on
ANDA No. 070275 as the Reference Listed Drug. These Products are
topically administered lotions containing, as an active pharmaceutical
ingredient, betamethasone dipropionate, at the following strength: EQ
0.05% Base;

NDA No. 019141, ANDA No. 071012, and any ANDA that relies on NDA
No. 019141 as the Reference Listed Drug. These Products are topically
administered ointments containing, as an active pharmaceutical ingredient,
betamethasone dipropionate, at the following strength: EQ 0.05% Base; and

NDA No. 018741, ANDA No. 074304, and any ANDA that relies on NDA
No. 018741 as the Reference Listed Drug. These Products are topically
administered ointments (augmented) containing, as an active
pharmaceutical ingredient, betamethasone dipropionate, at the following
strength: EQ 0.05% Base.

2. “Betamethasone Valerate Product(s)” means the Products manufactured, in
Development, marketed, sold pursuant to each of the following Applications:

a.

NDA No. 018865, ANDA No. 070051, and any ANDA that relies on NDA
No. 018865 as the Reference Listed Drug. These Products are topically
administered ointments containing, as an active pharmaceutical ingredient,
betamethasone valerate, at the following strength: EQ 0.1% Base; and

NDA No. 018861, ANDA No. 070050, and any ANDA that relies on NDA
No. 018861 as the Reference Listed Drug. These Products are topically
administered creams containing, as an active pharmaceutical ingredient,
betamethasone valerate, at the following strength: EQ 0.1% Base.

3. “Clobetasol Product(s)” means the Products manufactured, in Development,
marketed, or sold pursuant to each of the following Applications:

a.

NDA No. 021644, ANDA No. 078854 and any ANDA that relies on NDA
No. 021644 as the Reference Listed Drug. These Products are topically
administered shampoos that contain, as an active pharmaceutical ingredient,
clobetasol propionate at the following strength: 0.05%; and



ANDA No. 074407, and any ANDA that relies on ANDA No. 074407 as
the Reference Listed Drug. These Products are topically administered
ointments that contain, as an active pharmaceutical ingredient, clobetasol
propionate, at the following strength: 0.05%.

4. “Desonide Product(s)” means the Products manufactured, in Development,
marketed, or sold pursuant to each of the following Applications: NDA No.
017010 and any ANDA that relies on NDA No. 017010 as the Reference Listed
Drug. These Products are topically administered creams that contain, as an active
pharmaceutical ingredient, desonide, at the following strength: 0.05%.

5. “Fluocinolone Product(s)” means the Fluocinolone Products as defined in Non-
Public Appendix VI.

6. “Fluorouracil Product(s)” means the Fluorouracil Products as defined in Non-Public
Appendix VI.

7. “Probenecid Product(s)” means the Products manufactured, in Development,
marketed, or sold pursuant to each of the following Applications:

a.

ANDA No. 084211, and any ANDA that relies on ANDA No. 084211 as
the Reference Listed Drug. These Products are orally administered tablets
that contain, as an active pharmaceutical ingredient, probenecid, at the
following strengths: 500 mg; and

ANDA No. 084279, and any ANDA that relies on ANDA No. 084279 as
the Reference Listed Drug. These Products are orally administered tablets
that contain, as active pharmaceutical ingredients, colchicine and
probenecid, at the following strengths: 0.5 mg colchicine and 500 mg
probenecid.

8. “Triamcinolone Product(s)” means the Products manufactured, in Development,
marketed, or sold pursuant to each of the following Applications:

a.

ANDA No. 062364 and any ANDA that relies on ANDA No. 062364 as the
Reference Listed Drug. These Products are topically administered creams
that contain, as active pharmaceutical ingredients, nystatin and
triamcinolone acetonide, at the following strengths: 100,000 units/gm
nystatin and 0.1% triamcinolone acetonide; and

ANDA No. 063305 and any ANDA that relies on ANDA No. 063305 as the
Reference Listed Drug. These Products are topically administered
ointments that contain, as active pharmaceutical ingredients, nystatin and
triamcinolone acetonide, at the following strengths: 100,000 units/gm
nystatin and 0.1% triamcinolone acetonide.



“Application(s)” means all of the following: “New Drug Application” (“NDA?”),
“Abbreviated New Drug Application” (“ANDA”), “Supplemental New Drug
Application” (“SNDA”), or “Marketing Authorization Application” (“MAA?”), the
applications for a Product filed or to be filed with the FDA



“Business” means the research, Development, manufacture, commercialization,
distribution, marketing, importation, advertisement, and sale of a Product.

“Categorized Assets” means the following assets and rights of the specified Respondent
(as that Respondent is identified in the definition of the Divestiture Product), as such
assets and rights are in existence as of the date the specified Respondent signs the
Agreement Containing Consent Orders in this matter and to be maintained by the
Respondents in accordance with the Order to Maintain Assets until the Closing Date for
each Divestiture Product:

1.
2.
3.

all rights to all of the Applications related to the specified Divestiture Product;
all rights to all of the Clinical Trials related to the specified Divestiture Product;

all Product Intellectual Property related to the specified Divestiture Product that is
not Product Licensed Intellectual Property;

all Product Approvals related to the specified Divestiture Product;

all Product Manufacturing Technology related to the specified Divestiture Product
that is not Product Licensed Intellectual Property;

all Product Marketing Materials related to the specified Divestiture Product;

all Product Scientific and Regulatory Material related to the specified Divestiture
Product;

all Website(s) related exclusively to the specified Divestiture Product;
the content related exclusively to the specified Divestiture Product that is displayed



11.
12.

13.

14.

c.  toseek to change any cross-referencing by a customer of those NDC
Numbers with a Retained Product (including the right to receive notification
from the Respondents of any such cross-referencing that is discovered by a
Respondent);

d.  to seek cross-referencing from a customer of the specified Respondent’s
NDC Numbers related to such Divestiture Product with the Acquirer’s NDC
Numbers related to such Divestiture Product;

e.  toapprove the timing of Respondents’ discontinued use of those NDC
Numbers in the sale or marketing of such Divestiture Product exceptfor
returns, rebates, allowances, and adjustments for such Divestiture Product
sold prior to the Closing Date and excepts may be required by applicable
Law and excepias is necessary to give effect to the transactions
contemplated under any applicable Remedial Agreement; and

f. to approve any notification(s) from Respondents to any customer(s)
regarding the use or discontinued use of such NDC numbers by the
Respondents prior to such notification(s) being disseminated to the
customer(s);

all Product Development Reports related to the specified Divestiture Product;

at the option of the Acquirer of the specified Divestiture Product, all Product
Contracts related to the specified Divestiture Product;

all patient registries related to the specified Divestiture Product, and any other
systematic active post-marketing surveillance program to collect patient data,
laboratory data, and identification information required to be maintained by the
FDA to facilitate the investigation of adverse effects related to the specified
Divestiture Product (including, without limitation, any Risk Evaluation Mitigation
Strategy as defined by the FDA);

for each specified Divestiture Product that has been marketed or sold by a
Respondent prior to the Closing Date:

a.  alist of all customers for the specified Divestiture Product and a listing of



b.  for each High Volume Account, a lis
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18. at the option of the Acquirer of the specified Divestiture Product and to the extent
approved by the Commission in the relevant Remedial Agreement, all inventory in
existence as of the Closing Date incl
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“cGMP” means current Good Manufacturing Practice as set forth in the United States
Federal Food, Drug, and Cosmetic Act, as amended, and includes all rules and
regulations promulgated by the FDA thereunder.

“Cipla” means Cipla Limited, a corporation organized, existing, and doing business under
and by virtue of the laws of the Republic of India with its principal executive offices
located at Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel,
Mumbai, India 400 013.

“Clinical Plan” means a written clinical plan setting forth the protocol for the conduct of
a Clinical Trial, preparation and filing of each Regulatory Package related to such
Clinical Trial, and the activities to be conducted by each Person that is a party to
conducting such Clinical Trial in support of such Clinical Trial, including the timelines
for such Clinical Trial.

“Clinical Trial(s)” means a controlled study in humans of the safety, efficacy or
bioequivalence of a Product, and includes, without limitation, such clinical trials as are
designed to support expd incl.5 -ict, and includes, with
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CC. “Contract Manufacture” means the following:

1. to manufacture, or to cause to be manufactured, a Contract Manufacture Product on
behalf of an Acquirer (including, without limitation, for the purposes of Clinical
Trials and/or commercial sales);

2. to manufacture, or to cause to be manufactured, a Product that is the Therapeutic
Equivalent of, and in the identical dosage strength, formulation, and presentation
as, a Contract Manufacture Product on behalf of an Acquirer; or

3. to provide, or to cause to be provided, any part of the manufacturing process
including, without limitation, the finish, fill, and/or packaging of a Contract
Manufacture Product on behalf of an Acquirer.

DD. “Contract Manufacture Product(s)” means the following Divestiture Products,
individually and collectively:

1. Alendronate Products;

2. Carbidopa/Levodopa Products;

3. Clozapine Products;

4. Clozapine Il Products;

5. Desmopressin Products;

6. Diazepam Products;

7. Disopyramide Products;

8. Estradiol Products;

9. Ethinyl Estradiol/Etonogestrel VVaginal Ring Products;

10. Ezetimibe/Simvastatin Products;

11. Fentanyl Products;

12.  Glyburide/Metformin Products;

13. Injectable Epirubicin Products;

14. Injectable Fludarabine Products;

15. Injectable Methotrexate Products;

16. Metoclopramide Products;

17. Modified Release Aspirin/Dipyridamole Product(s)
18. Modified Release Clarithromycin Products;

19. Modified Release Dextroamphetamine Products;
20. Modified Release Metformin/Saxagliptin Products;
21. Modified Release Mirtazapine Products;

13



EE.

22.
23.
24,
25.
26.
217.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.

Modified Release Phentermine/Topiramate Products;
Nabumetone Products;

Nitrofurantoin Products;

Nortriptyline Products;

OC Desogestrel/Ethinyl Estradiol Azurette Products;

OC Desogestrel/Ethinyl Estradiol Caziant Products;

OC Drospirenone/Ethinyl Estradiol Zarah Products;

OC Estradiol Valerate/Estradiol Valerate/Dienogest Products;
OC Ethinyl Estradiol/Ethynodiol Zovia Products;

OC Ethinyl Estradiol/Levonorgestrel Products;

OC Ethinyl Estradiol/Levonorgestrel Levora Products;

OC Ethinyl Estradiol/Norethindrone Microgestin 1/20 Products;
OC Ethinyl Estradiol/Norethindrone Microgestin 1.5/30 Products;
OC Ethinyl Estradiol/Norethindrone Necon Products;

OC Ethinyl Estradiol/Norethindrone Tilia Fe Products;

OC Norethindrone Camila Products;

OC Norethindrone Errin Products;

Propranolol Products;

Tamoxifen Products;

Trimethoprim Products; and

and any ingredient, material, or component used in the manufacture of the
foregoing Products including the active pharmaceutical ingredient(s), excipient(s),
or packaging materials (including, without limitation, drug vials);

provided, howevethat with the consent of the Acquirer of the specified Product, a
Respondent may substitute a Therapeutic Equivalent form of such Product in
performance of that Respondent’s agreement to Contract Manufacture.

“Development” means all preclinical and clinical drug development activities, including
test method development and stability testing; toxicology; formulation; process
development; manufacturing scale-up; development-stage manufacturing; quality
assurance/quality control development; statistical analysis and report writing; conducting
Clinical Trials for the purpose of obtaining any and all approvals, licenses, registrations
or authorizations from any Agency necessary for the manufacture, use, storage, import,
export, transport, promotion, marketing, and sale of a Product (including any government

14



FF.

GG.

HH.

price or reimbursement approvals); Product Approval and registration; and regulatory
affairs related to the foregoing. “Develop” means to engage in Development.

“Development Two Product Divestiture Agreements” means the “Development Two
Product Divestiture Agreements” as defined in Non-Public Appendix IV.

“Direct Cost” means a cost not to exceed the cost of labor, material, travel, and other
expenditures to the extent the costs are directly incurred to provide the relevant assistance
or service. “Direct Cost” to the Acquirer for its use of any of a Respondent’s employees’
labor shall not exceed the average hourly wage rate for such employee;

provided, howeveiin each instance where: (i) an agreement to divest relevant assets is
specifically referenced and attached to this Order, and (ii) such agreement becomes a
Remedial Agreement for a Divestiture Product, “Direct Cost” means such cost as is
provided in such Remedial Agreement for that Divestiture Product.

“Divestiture Product(s)” means the following, individually and collectively:

1. *Acitretin Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Allergan (Watson
Laboratories, Inc.) pursuant to the following Application: ANDA No. 202552, and
any supplements, amendments, or revisions to this ANDA. These Products are
orally administered capsules containing, as an active pharmaceutical ingredient,
acitretin, at the following strengths: 10 mg; 17.5 mg; 22.5 mg; 25 mg.

2. “Alendronate Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Teva pursuant to the
following Application: ANDA No. 075710, and any supplements, amendments, or
revisions to this ANDA. These Products are orally administered tablets containing,
as an active pharmaceutical ingredient, alendronate sodium, at the following
strengths: EQ 5 mg Base; EQ 10 mg Base; EQ 35 mg Base; EQ 40 mg Base; EQ 70
mg Base.

3. “Benzoyl Peroxide/Clindamycin Product(s)” means the following: the Products
manufactured, in Development, marketed, or sold pursuant to the following
Application: ANDA No. 202440, and any supplements, amendments, or revisions
to this ANDA. These Products are topically administered gels and contain, as
active pharmaceutical ingredients, benzoyl

15



a.  ANDA No. 078404, and any supplements, amendments, or revisions to this
ANDA. These Products are sterile suspensions administered by inhalation
using a nebulizer containing as an active pharmaceutical ingredient,
budesonide, at the following strengths: 0.25 mg/2ml; 0.5 mg/2ml; and

b.  ANDA No. 202558, and any supplements, amendments, or revisions to this
ANDA. These Products are sterile suspensions administered by inhalation
using a nebulizer containing as an active pharmaceutical ingredient,
budesonide, at the following strength: 1.0 mg/2ml.

“Buprenorphine/Naloxone Product(s)” the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Teva that are the subject of
an ANDA or to be the subject of an ANDA that relies on NDA No. 022410
(Suboxone) or the Therapeutic Equivalent of Suboxone as the Reference Listed
Drug. These Products are films administered either to the buccal area or the
sublingual area and contain, as active pharmaceutical ingredients, buprenorphine
hydrochloride and naloxone hydrochloride, at the following strengths: EQ 2.0 mg
Base buprenorphine hydrochloride and EQ 0.5 mg Base naloxone hydrochloride;
EQ 4.0 mg Base buprenorphine hydrochloride and EQ 1.0 mg Base naloxone
hydrochloride; EQ 8.0 mg Base buprenorphine hydrochloride and EQ 2 mg Base
naloxone hydrochloride; EQ 12.0 mg Base buprenorphine hydrochloride and EQ 3
mg Base naloxone hydrochloride.

“Buspirone Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Allergan (Watson
Laboratories, Inc.) pursuant to the following Application: ANDA No. 074253, and
any supplements, amendments, or revisions to this ANDA. These Products are
orally administered tablets containing, as an active pharmaceutical ingredient,
buspirone hydrochloride, at the following strengths: 5 mg; 10 mg; 15 mg.

“Carbidopa/Levodopa Product(s)” means the following: the Products manufactured,
in Development, marketed, sold, owned, or controlled by Teva pursuant to each of
the following Applications:

a. ANDA No. 0735809;
b. ANDA No. 073607; and
C. ANDA No. 073618;

and any supplements, amendments, or revisions to these ANDAs. These Products
are orally administered tablets containing, as active pharmaceutical ingredients,
carbidopa and levodopa, at the following strengths: 10 mg carbidopa and 100 mg
levodopa; 25 mg carbidopa and 100 mg levodopa; 25 mg carbidopa and 250 mg
levodopa.

16






a. ANDA No. 071134,
b. ANDA No. 071135; and
C. ANDA No. 071136;
and any supplements, amendments, or revisions to these ANDAs. These Products

18



20.

21.

22.

23.

24,

25.

at the following strengths: 10 mg ezetimibe and 10 mg simvastatin; 10 mg
ezetimibe and 20 mg simvastatin; 10 mg ezetimibe and 40 mg simvastatin; 10 mg
ezetimibe and 80 mg simvastatin.

“Fentanyl Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Allergan pursuant to the
following Application: ANDA No. 206329, and any supplements, amendments, or
revisions to this ANDA. These Products are sublingually or buccally administered
tablets containing, as an active pharmaceutical ingredient, fentanyl citrate, at the
following strengths: EQ 0.1 mg Base; EQ 0.2 mg Base; EQ 0.4 mg Base; EQ 0.6
mg Base; EQ 0.8 mg Base.

“Fluocinonide Emulsified Product(s)” means the following: the Products
manufactured, in Development, marketed, or sold pursuant to the following
Application: ANDA No. 074204, and any supplements, amendments, or revisions
to this ANDA. These Products are topically administered creams containing, as an
active pharmaceutical ingredient, fluocinonide (emulsified base), at the following
strength: 0.05%. The holder of this ANDA is G & W Laboratories.

“Fluocinonide Product(s)” means the following: the Products manufactured, in
Development, marketed, or sold pursuant to the following Application: ANDA No.
073085, and any supplements, amendments, or revisions to this ANDA. These
Products are topically administered creams containing, as an active pharmaceutical
ingredient, fluocinonide, at the following strength: 0.05%. The holder of this
ANDA is G & W Laboratories.

“Flutamide Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Teva (lvax) pursuant to the
following Application: ANDA No. 075780, and any supplements, amendments, or
revisions to this ANDA. These Products are orally administered capsules
containing, as an active pharmaceutical ingredient, flutamide, at the following
strength: 125 mg.

“Glyburide/Metformin Product(s)” means the following: the Products
manufactured, in Development, marketed, sold, owned, or controlled by Teva
(Ivax) pursuant to the following Application: ANDA No. 076345, and any
supplements, amendments, or revisions to this ANDA. These Products are orally
administered tablets containing, as active pharmaceutical ingredients, glyburide and
metformin hydrochloride, at the following strengths: 1.25 mg glyburide and 250
mg metformin; 2.5 mg glyburide and 500 mg metformin hydrochloride; 5 mg
glyburide and 500 mg metformin.

“Griseofulvin Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Teva (lvax) pursuant to the
following Application: ANDA No. 065354, and any supplements, amendments, or

19



26.

217.

28.

revisions to this ANDA. These Products are orally administered liquid suspensions
suspensions containing, as an active pharmaceutical ingredient, griseofulvin (micro
size), at the following strength: 125 mg/5ml.

“Hydroxyzine Pamoate Product(s)” means the following: the Products
manufactured, in Development, marketed, sold, owned, or controlled by Allergan
(Watson Laboratories, Inc.) pursuant to the following Application: ANDA No.
040156, and any supplements, amendments, or revisions to this ANDA. These
Products are orally administered capsules containing, as an active pharmaceutical
ingredient, hydroxyzine pamoate, at the following strengths: EQ 25 mg HCL; EQ
50 mg HCL.

“Imiquimod Product(s)” means the following: the Products manufactured, in
Development, marketed, or sold pursuant to the following Application: ANDA No.
206671, and any supplements, amendments, or revisions to this ANDA. These
Products are topically administered creams containing, as an active pharmaceutical
ingredient, imiquimod, at the following strength: 3.75%. The holder of this ANDA
is G & W Laboratories.

“Injectable Epirubicin Product(s)” means the following: the Products manufactured,
in Development, marketed, sold, owned, or controlled by Teva pursuant to each of

20



30.

31.

32.

33.

34.

“Injectable Methotrexate Product(s)” means the following: the Products
manufactured, in Development, marketed, sold, owned, or controlled by Allergan
pursuant to the following Application: ANDA No. 203407, and any supplements,
amendments, or revisions to this ANDA. These Products are administered by
injection and contain, as an active pharmaceutical ingredient, methotrexate, at the
following strength: 50 mg/2 ml; 250 mg/10 ml; 500 mg/20 ml; 1000 mg/40 ml (25
mg/1 ml).

“Injectable Paclitaxel Product(s)” means the following: the Products manufactured,
in Development, marketed, sold, owned, or controlled by Teva that are
administered by intravenous infusion and contain, as an active pharmaceutical
ingredient, paclitaxel (lyophilized -for injectable suspension), at the following
strength: 100 mg/vial.

“Injectable Propofol Product(s)” means the following: the Products manufactured,
in Development, marketed, sold, owned, or controlled by Teva pursuant to the
following Application: ANDA No. 075102, and any supplements, amendments, or
revisions to this ANDA. These Products are administered by injection and contain,
as an active pharmaceutical ingredient, propofol, at the following strength: 10
mg/ml.

“Levalbuterol Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Allergan (Watson
Laboratories, Inc.) pursuant to the following Application: ANDA No. 077756, and
any supplements, amendments, or revisions to this ANDA. These Products are
solutions administered by inhalation containing, as an active pharmaceutical
ingredient, levalbuterol hydrochloride, at the following strengths: EQ 0.021%
Base; EQ 0.042% Base; EQ 0.0103% Base.

“Metoclopramide Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Allergan (Watson
Laboratories, Inc.) pursuant to each of the following Applications:

a. ANDA No. 072750; and
b.  ANDA No. 071250;

and any supplements, amendments, or revisions to these ANDAs. These Products
are orally administered tablets containing, as an active pharmaceutical ingredient,
metoclopramide, at the following strength: EQ 5 mg Base; EQ 10 mg Base.
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35.  “Minocycline Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Teva pursuant to the
following Application: ANDA No. 063011, and any supplements, amendments, or
revisions to this ANDA. These Products

22



active pharmaceutical ingredient, dexmethylphenidate hydrochloride, at the
following strengths: 5 mg; 10 mg; 15 mg; 20 mg; 30 mg. The Modified Release
Dexmethylphenidate Products also include the orally administered extended release

23



44,

45.

46.

47.

48.

“Modified Release Mirtazapine Product(s)” means the following: the Products
manufactured, in Development, marketed, sold, owned, or controlled by Teva
pursuant to the following Application: ANDA No. 076901, and any supplements,
amendments, or revisions to this ANDA. These Products are orally administered
tablets (orally disintegrating) containing, as an active pharmaceutical ingredient,
mirtazapine, at the following strengths: 15 mg; 30 mg; 45 mg.

“Modified Release Phentermine/Topiramate Product(s)” means the following: the
Products manufactured, in Development, marketed, sold, owned, or controlled by
Teva that are the subject of an ANDA or to be the subject of an ANDA that relies
on NDA No. 022580 (Qsymia) or the Therapeutic Equivalent of Qsymia as the
Reference Listed Drug. These Products are orally administered extended release
capsules containing, as active pharmaceutical ingredients, phentermine
hydrochloride and topiramate, at the following strengths: EQ 3.75 mg phentermine
hydrochloride and 23 mg topiramate; EQ 7.5 mg phentermine hydrochloride and 46
mg topiramate; EQ 11.25 mg phentermine hydrochloride and 69 mg topiramate;
EQ 15 mg phentermine hydrochloride and 92 mg topiramate.

“Nabumetone Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Teva pursuant to the
following Application: ANDA No. 075189, and any supplements, amendments, or
revisions to this ANDA. These Products are orally administered tablets containing,
as an active pharmaceutical ingredient, nabumetone, at the following strengths: 500
mg; 750 mg.

“Nitrofurantoin Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Teva pursuant to each of the
following Applications:

a.  ANDA No. 073671,
b.  ANDA No. 073652;

and any supplements, amendments, or revisions to these ANDAs. These Products
are orally administered capsules containing, as an active pharmaceutical ingredient,
nitrofurantoin macrocrystalline, at the following strengths: 50 mg; 100 mg.

“Nortriptyline Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Allergan (Watson
Laboratories, Inc.) pursuant to each of the following Applications:

a. ANDA No. 073553;
b ANDA No. 073554;
C. ANDA No. 073555; and
d ANDA No. 073556;
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t

54.

55.

56.

“OC Ethinyl Estradiol/Levonorgestrel Product(s)” means the following: the
Products manufactured, in Development, marketed, sold, owned, or controlled by
Allergan pursuant to the following Application: ANDA No. 206201, and any
supplements, amendments, or revisions to this ANDA. These Products are orally
administered tablets containing, as active pharmaceutical ingredients, ethinyl
estradiol and levonorgestrel, at the following strengths: 0.02 mg ethinyl estradiol
and 0.15 mg levonorgestrel; 0.025 mg ethinyl estradiol and 0.15 mg levonorgestrel,
0.03 mg ethinyl estradiol and 0.15 mg levonorgestrel; 0.01 mg ethinyl estradiol
(with no levonorgestrel).

“OC Ethinyl Estradiol/Levonorgestrel Levora Product(s)” means the following: the
Products manufactured, in Development, marketed, sold, owned, or controlled by
Allergan pursuant to the following Application: ANDA No. 073594, and any
supplements, amendments, or revisions to this ANDA. These Products are orally
administered tablets containing, as active pharmaceutical ingredients, ethinyl
estradiol and levonorgestrel, at the following strength: 0.03 mg ethinyl estradiol
and 0.15 mg levonorgestrel.

“OC Ethinyl Estradiol/Levonorgestrel Sronyx Product(s)” means the following: the
Products manufactured, in Development, marketed, sold, owned, or controlled by
Allergan (Watson Laboratories, Inc.) pursuant to the following Application: ANDA
No. 077681, and any supplements, amendments, or revisions to this ANDA. These
Products are orally administered tablets containing, as active pharmaceutical
ingredients, ethinyl estradiol and levonorgestrel, at the following strength: 0.02 mg
ethinyl estradiol and 0.1 mg levonorgestrel.

57g strengt
1yl estradiol and 0.1 mg levonorgestrel.
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59. “OC Ethinyl Estradiol/Norethindrone Microgestin 1/20 Product(s)” means the
following: the Products manufactured, in Dev.60l/Norethindrone Mi crogestin 1/20 P
following: the Products manufactured, in Dev.6ol/Norett
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64. “OC Levonorgestrel/Ethinyl Estradiol/Ethinyl Estradiol Amethia Product(s)” means
the following: the Products manufactured, in Development, marketed, sold, owned,
or controlled by Allergan (Watson La
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d. ANDA No. 071975; and
e. ANDA No. 071976,

and any supplements, amendments, or revisions to these ANDAs. These Products
are orally administered tablets containing, as an active pharmaceutical ingredient,
propranolol hydrochloride, at the following strengths: 10 mg; 20 mg; 40 mg; 60
mg; 80 mg.

70. “Ramelteon Product(s)” means the following: the Products manufactured, in
Development, marketed, sold, owned, or controlled by Teva pursuant to the
following Application: ANDA No. 091693, and any supplements, amendments, or
revisions to this ANDA. These Products ar
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75.

76.

“Trimipramine Product(s)” means the following: the Products manufactured, in
Development, marketed, or sold, pursuant to the following Application: ANDA No.
077361, and any supplements, amendments, or revisions to this ANDA. These
Products are orally administered capsules containing, as an active pharmaceutical
ingredient, trimipramine maleate, at the following strengths: EQ 25 mg Base; EQ
50 mg Base; EQ 100 mg Base. The holder of this ANDA is Mikah Pharma.

“Development Divestiture Product(s)” means each of the Development Divestiture
Products as defined in Non-Public Appendix IV.

“Divestiture Product Assets” means the following, individually and collectively:

1.

“Acitretin Product Assets” means all rights, title, and interest in and to all assets
related to the Business of Allergan within the United States of America related to
each of the Acitretin Products, to the extent legally transferable, including, without
limitation, the Categorized Assets related to the Acitretin Products.

“Alendronate Product Assets” means all rights, title, and interest in and to all assets
related to the Business of Teva within the United States of America related to each
of the Alendronate Products, to the extent legally transferable, including, without
limitation, the Categorized Assets related to the Alendronate Products.

“Benzoyl Peroxide/Clindamycin Product Assets” means all rights, title, and interest
in and to all assets related to the Business related to the Benzoyl
Peroxide/Clindamycin Products to the extent that such rights are owned, controlled,
or held by Teva under the Development, Manufacturing and Commercialization
Agreemenbetween Perrigo Netherlands BV and Barr Laboratories, Inc., dated as
of September 7, 2007, and all amendments, exhibits, attachments to the
Development, Manufacturing and Commercialization Agreemeutited prior to
the termination of this agreement. This agreement was submitted to the
Commission by Respondents and is contained in Non-Public Appendix I1.G.

“Budesonide INH Product Assets” means all rights, title, and interest in and to all
assets related to the Business of Allergan within the United States of America
related to each of the Budesonide INH Products, to the extent legally transferable,

including, without limitation, the Categorized Assets related to the Budesonide
INH Products.

“Buprenorphine/Naloxone Product Assets” means all rights, title, and interest in
and to all assets related to the Business of Teva within the United States of America
related to each of the Buprenophine/Naloxone Products, to the extent legally
transferable, including, without limitation, the Categorized Assets related to the
Buprenophine/Naloxone Products.

“Buspirone Product Assets” means all rights, title, and interest in and to all assets
related to the Business of Allergan within the United States of America related to
each of the Buspirone Products, to the extent legally transferable, including,
without limitation, the Categorized Assets related to the Buspirone Products.
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14.

15.

16.

17.

18.

19.

20.

21.

“Diazepam Product Assets” means all rights, title, and interest in and to all assets
related to the Business of Allergan within the United States of America related to
each of the Diazepam Products, to the extent legally transferable, including,
without limitation, the Categorized Assets related to the Diazepam Products.

“Disopyramide Product Assets” means all rights, title, and interest in and to all
assets related to the Business of Allergan within the United States of America
related to each of the Disopyramide Products, to the extent legally transferable,
including, without limitation, the Categorized Assets related to the Disopyramide
Products.

“Estazolam Product Assets” means all rights, title, and interest in and to all assets
related to the Business of Teva within the United States of America related to each
of the Estazolam Products, to the extent legally transferable, including, without
limitation, the Categorized Assets related to the Estazolam Products.

“Estradiol Product Assets” means all rights, title, and interest in and to all assets
related to the Business of Allergan within the United States of America related to
each of the Estradiol Products, to the extent legally transferable, including, without
limitation, the Categorized Assets related to the Estradiol Products.

“Ethinyl Estradiol/Etonogestrel VVaginal Ring Product Assets” means all rights, title,
and interest in and to all assets related to the Business of Teva within the United
States of America related to each of the Ethinyl Estradiol/Etonogestrel VVaginal
Ring Products, to the extent legally transferable, including, without limitation, the
Categorized Assets related to the Ethinyl Estradiol/Etonogestrel VVaginal Ring
Products.

“Ezetimibe/Simvastatin Product Assets” means all rights, title, and interest in and to
all assets related to the Business of Teva within the United States of America
related to each of the Ezetimibe/Simvastatin Products, to the extent legally
transferable, including, without limitation, the Categorized Assets related to the
Ezetimibe/Simvastatin Products

“Fentanyl Product Assets” means all rights, title, and interest in and to all assets
related to the Business of Allergan within the United States of America related to
each of the Fentanyl Products, to the extent legally transferable, including, without
limitation, the Categorized Assets related to the Fentanyl Products; provided,
howevery “Fentanyl Product Assets” excludesatents that are owned, controlled or
held by Teva on or before the Closing Date related to the Retained Product
Fentora®(NDA No. 021947), and such Patents are not included in the Product
Licensed Intellectual Property related to the Fentanyl Product(s).

“Fluocinonide Emulsified Product Assets” means all rights, title, and interest in and
to all assets related to the Business related to the Fluocinonide Emulsified Products
to the extent that such rights are owned, controlled, or held by Allergan under the
Amended and Restated Supply Agreermgand between Actavis Pharma Inc.,
Actavis Mid Atlantic LLC, and G&W Laboratories, Inc., dated as of December 19,
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2014, as amended February 5, 2015. This agreement was submitted to the
Commission by Respondents and is contained in Non-Public Appendix 11.B.

22. “Fluocinonide Product Assets” means all rights, title, and interest in and to all assets
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29.

30.

31.

32.

33.

34.

35.

related to each of the Injectable Epirubicin Products, to the extent legally
transferable, including, without limitation, the Categorized Assets related to the
Injectable Epirubicin Products.

“Injectable Fludarabine Product Assets” means all rights, title, and interest in and to
all assets related to the Business of Teva within the United States of America
related to each of the Injectable Fludarabine Products, to the extent legally
transferable, including, without limitation, the Categorized Assets related to the
Injectable Fludarabine Products.

“Injectable Methotrexate Product Assets” means all rights, title, and interest in and
to all assets related to the Business of Allergan within the United States of America
related to each of the Methotrexate Products, to the extent legally transferable,
including, without limitation, the Categorized Assets related to the Methotrexate
Products.

“Injectable Paclitaxel Product Assets” means all rights, title, and interest in and to
all assets related to the Business of Teva within the United States of America
related to each of the Injectable Paclitaxel Products, to the extent legally
transferable, including, without limitation, the Categorized Assets related to the
Injectable Paclitaxel Products.

“Injectable Propofol Product Assets” means all rights, title, and interest in and to all
assets related to the Business of Teva within the United States of America related
to each of the Injectable Propofol Products, to the extent legally transferable,
including, without limitation, the Categorized Assets related to the Injectable
Propofol Products.

“Levalbuterol Product Assets” means all rights, title, and interest in and to all assets
related to the Business of Allergan within the United States of America related to
each of the Levalbuterol Products, to the extent legally transferable, including,
without limitation, the Categorized Assets related to the Levalbuterol Products.

“Metoclopramide Product Assets” means all rights, title, and interest in and to all
assets related to the Business of Allergan within the United States of America
related to each of the Metoclopramide Products, to the extent legally transferable,
including, without limitation, the Categorized Assets related to the Metoclopramide
Products.

“Minocycline Product Assets” means all rights, title, and interest in and to all assets
related to the Business of Teva within the United States of America related to each
of the Minocycline Products, to the extent legally transferable, including, without
limitation, the Categorized Assets related to the Minocycline Products.

34



36.

37.

38.

30.

40.

41.

42.

“Modified Release Amphetamine Sulfate Product Assets” means all rights, title and
interest in and to all assets related to the Business related to the Amphetamine
Sulfate Products to the extent that such rights are owned, controlled, or held by
Teva under the Adderall XR Distribution and Supply Agreemdaytand between
Shire LLC and Teva Pharmaceuticals USA, Inc., dated as of November 8, 2013 and
all amendments, exhibits, attachments to the Adderall XR Distribution and Supply
Agreemenexecuted prior to the termination of this agreement by Teva and its re-
re-execution by an Acquirer. This agreement was submitted to the Commission by
Respondents and is contained in Non-Public Appendix 11.J.

“Modified Release Aspirin/Dipyridamole Product Assets” means all rights, title,
and interest in and to all assets related to the Business of Allergan within the United
States of America related to each of the Modified Release Aspirin/Dipyridamole
Product Assets, to the extent legally transferable, including, without limitation, the
Categorized Assets related to the Modified Release Aspirin/Dipyridamole Products.

“Modified Release Clarithromycin Product Assets” means all rights, title, and
interest in and to all assets related to the Business of Teva within the United States
of America related to each of the Modified Release Clarithromycin Products, to the
extent legally transferable, including, without limitation, the Categorized Assets
related to the Modified Release Clarithromycin Products.

“Modified Release Dexmethylphenidate Product Assets” means all rights, title, and
interest in and to all assets related to the Business of Allergan within the United
States of America related to each of the Modified Release Dexmethylphenidate
Products, to the extent legally transferable, including, without limitation, the
Categorized Assets related to the Modified Release Dexmethylphenidate Products.

“Modified Release Dextroamphetamine Product Assets” means all rights, title, and
interest in and to all assets related to the Business of Teva within the United States
of America related to each of the Modified Release Dextroamphetamine Products,
to the extent legally transferable, including, without limitation, the Categorized
Assets related to the Modified Release Dextroamphetamine Products.

“Modified Release Metformin/Saxagliptin Product Assets” means all rights, title,
and interest in and to all assets related to the Business of Teva within the United
States of America related to each of the Modified Release Metformin/Saxagliptin
Products, to the extent legally transferable, including, without limitation, the
Categorized Assets related to the Modified Release Metformin/Saxagliptin
Products.

“Modified Release Methylphenidate CAP Product Assets” means all rights, title,
and interest in and to all assets related to the Business of Allergan within the United
States of America related to each of the Modified Release Methylphenidate CAP
Products, to the extent legally transferable, including, without limitation, the
Categorized Assets related to the Modified Release Methylphenidate CAP
Products.
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43. “Modified Release Methylphenidate TAB Product Assets” means all rights, title
and interest in and to all assets related to the Business related to the Modified
Release Methylphenidate TAB Products to the extent that such rights are owned,
controlled, or held by Teva pursuant to the
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51.

52.

53.

54.

55.

States of America related to each of the OC Desogestrel/Ethinyl Estradiol Caziant
Products, to the extent legally transferable, including, without limitation, the
Categorized Assets related to the OC Desogestrel/Ethinyl Estradiol Caziant
Products, which include all rights to the Cazian® Product Trademark.

“OC Drospirenone/Ethinyl Estradiol Zarah Product Assets” means all rights, title,
and interest in and to all assets related to the Business of Allergan within the United
States of America related to each of the OC Drospirenone/Ethinyl Estradiol Zarah
Products, to the extent legally transferable, including, without limitation, the
Categorized Assets related to the OC Drospirenone/Ethinyl Estradiol Zarah
Products which include all rights to the Zarah® Product Trademark.

“OC Estradiol Valerate/Estradiol Valerate/Dienogest Product Assets” means all
rights, title, and interest in and to all assets related to the Business of Teva within
the United States of America related to each of the OC Estradiol Valerate/Estradiol
Valerate/Dienogest Products, to the extent legally transferable, including, without
limitation, the Categorized Assets related to the OC Estradiol Valerate/Estradiol
Valerate/Dienogest Products.

“OC Ethinyl Estradiol/Ethynodiol Zovia Product Assets” means all rights, title, and
interest in and to all assets related to the Business of Allergan within the United
States of America related to each of the OC Ethinyl Estradiol/Ethynodiol Zovia
Products, to the extent legally transferable, including, without limitation, the
Categorized Assets related to the OC Ethinyl Estradiol/Ethynodiol Zovia Products
which include all rights to the Zovia® Product Trademark.

“OC Ethinyl Estradiol/Levonorgestrel Product Assets” means all rights, title, and
interest in and to all assets related to the Business of Allergan within the United
States of America related to each of the OC Ethinyl Estradiol/Levonorgestrel
Products, to the extent legally transferable, including, without limitation, the
Categorized Assets related to the OC Ethinyl Estradiol/Levonorgestrel Products; ;
provided, howevef‘OC Ethinyl Estradiol/Levonorgestrel Product Assets” excludes
Patents that are owned, controlled or held by Teva on or before the Closing Date
related to the Retained Product Quartette®NDA No. 204061), and such Patents

are not included in the Product Licensed Intellectual Property related to the OC
Ethinyl Estradiol/Levonorgestrel Product(s).

“OC Ethinyl Estradiol/Levonorgestrel Levora Product Assets” means all rights,
title, and interest in and to all assets related to the Business of Allergan within the
United States of America related to each of the OC Ethinyl
Estradiol/Levonorgestrel Levora Products, to the extent legally transferable,
including, without limitation, the Categorized Assets related to the OC Ethinyl
Estradiol/Levonorgestrel Levora Products which include all rights to the Levora®
Product Trademark.

37



56.

57.

58.

59.

“OC Ethinyl Estradiol/Levonorgestrel Sronyx Product Assets” means all rights,
title, and interest in and to all assets related to the Business of Allergan within the
United States of America related to each of the OC Ethinyl
Estradiol/Levonorgestrel Sronyx Products, to the extent legally transferable,
including, without limitation, the Categorized Assets related to the OC Ethinyl
Estradiol/Levonorgestrel Sronyx Products which include all rights to the Srony®
Product Trademark.

“OC Ethinyl Estradiol/Levonorgestrel Trivora Product Assets” means all rights,
title, and interest in and to all assets related to the Business of Allergan within the
United States of America related to each of the OC Ethinyl
Estradiol/Levonorgestrel Trivora Products, to the extent legally transferable,
including, without limitation, the Categorized Assets related to the OC Ethinyl
Estradiol/Levonorgestrel Trivora Products which include all rights to the Trivora®
Product Trademark.

“OC Ethinyl Estradiol/Norethindrone Tri-Norinyl Product Assets” means all rights,
title, and interest in and to all assets related to the Business of Allergan within the
United States of America related to each of the OC Ethinyl Estradiol/Norethindrone
Tri-Norinyl Products, to the extent legally transferable, including, without
limitation, the Categorized Assets related to the OC Ethinyl
Estradiol/Norethindrone Tri-Norinyl Products which include all rights to the Tri-
Norinyl® and Leen&® Product Trademarks.

“OC Ethinyl Estradiol/Norethindrone Microgestin 1/20 Product Assets” means all
rights, title, and interest in and to all a
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62.

63.

64.

65.

66.

“OC Ethinyl Estradiol/Norethindrone Tilia Fe Product Assets” means all rights,
title, and interest in and to all assets related to the Business of Allergan within the
United States of America related to each of the OC Ethinyl Estradiol/Norethindrone
Tilia Fe Products, to the extent legally transferable, including, without limitation,
the Categorized Assets related to the OC Ethinyl Estradiol/Norethindrone Tilia Fe
Products which include all rights to the Tilia® Product Trademark.

“OC Ethinyl Estradiol/Norgestrel Low-Ogestrel Product Assets” means all rights,
title, and interest in and to all assets related to the Business of Allergan within the
United States of America related to each of the OC Ethinyl Estradiol/Norgestrel
Low-Ogestrel Products, to the extent legally transferable, including, without
limitation, the Categorized Assets related to the OC Ethinyl Estradiol/Norgestrel
Low-Ogestrel Products which include all rights to the Low-Ogestre® Product
Trademark.

“OC Levonorgestrel/Ethinyl Estradiol/Ethinyl Estradiol Amethia Product Assets”
means all rights, title, and interest in and to all assets related to the Business of
Allergan within the United States of America related to each of the OC
Levonorgestrel/Ethiny| Estradiol/Ethinyl Estradiol Amethia Products, to the extent
legally transferable, including, without limitation, the Categorized Assets related to
the OC Levonorgestrel/Ethinyl Estradiol/Ethinyl Estradiol Amethia Products which
include all rights to the Amethi#&® Product Trademark.

“