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UNITED STAT ES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

COMMISSIONERS: Jon Leibowitz, Chairman
J. Thomas Rosh
Edith Ramirez
Julie Brill
Maureen K. Ohlhausen

In the Matter of

WATSON PHARM ACEUTICALS INC.,
a corporation;

ACTAVIS INC,,
a corporation;

ACTAVIS PHARMA HOLDING 4 EHF.,
a private limited liability company;

DocketNo. C-4373

and

ACTAVIS SAR.L.,
a limited liability corporat e entity.
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DECISION AND ORDER
[Redacted Public Version]

The Federl Trade Commissin (“Commission”), havingnitiated an investigtion of the
proposed acquisition by Respondent Wasan Prarmaceuticals Inc., (“Watsan”) of Respondents
Actavis hc., Adavis Pharma Holding ehf., ad Actavis S.a.r.l.dollectively, “Actavis”), and
Respondents havirtgeen @irnished thexater with a opy of a daft of Complaint that the
Bureau of Competition proposed to present to the Conmission for its consideration and which, if
issued bythe Commis®n, would chage Respondents with violations of Section 7 of the
Clayton Act, as anended, 15U.S.C. 8 18, and Section 5 of the Federal Trade Conmission Act,
as amaded, 15 U.S.C. § 45; and

Respondents, their attoys and counsdor the Commission having thesaiter executel
an Ageanent Containing Consent Omdg“Consent Ageanent”), @0 TD (rs00 0.14.5200 0.0000 TD (mO.



Complaint, or that the f&& as allegd in such Complaint, other than jurisdictionaitéa aretrue,
and wavers and otheprovisions as iguired bythe Commis®n’s Rules; and

The Commission having thereafter considered the mater and having determined thet it
had reasan to bdieve tha Respondents have violated the sad Acts, and tha a Conplaint should
issue stating its cinges in that resm, and haing theeupon issued its Complaint and an @rde
to Maintain Assets, and havirgepted the xecutel Consent Ageanent and plaed such
Consent Ageement on the public oord for a peiod of thirty (30) dgs for the ecept and
consideration of public comments now in further conformity with the procedure desaibed in
Commssion Rué 2.34, 16 C.F.R. § 2.34, the Commission herabkes thedllowing
jurisdictional findings ad issues the followin®edsion and Orde(*Order’):

1. Respondent Watson is a corpaya organized, exisng a






K. “Application(s)” mea



a. to requireRespondents to discontinue the use oNB¥C Numberselated to ach
Divestiture Product in the sate markéing of the speified Divestiture Produc
except for returns, rbates, howances, and adjustments for suProduct sold prior
to the date gread upon bythe réevant Aquuirer and except as maybe reuired by
applicableLaw;

b. to prohibit Responde



15.

16.

17.

18.

b. anticipated reorde dates for each cusomer as d the Closing Date;

at the option of the Aquirer ofthe speified Divestiture Producand to the extent
approved by the Commission in therdevant Remedial Agreement, dl inventory in
exigenceas of the Closin@ate indtuding, but not limited to, raw maiats, packging
materids, work-in-piocess ad finished gods relatd to the specifig Divestiture
Produd;

copies of # unfilled customer putltase aders br the speified Divestiture Producas
of theClosing Date, to beprovided tothe Acquirer of the specified Divestiture Product
not later thanive (5) das afterthe Closing Dee;

at the option of the Aquirer ofthe speified Divestiture Produg all unfilled customer
purchae ordes for thespecifial Divestiture Product; and

all of the speified Respondent’s booksscods, and files diretly relaed to the
foregoing;

provided, however, that “Categrized Assetsgxcludes: (i) documents fating to a
Respondent’s@neal business stratexs or pratices elatingto reseech,
Development, manufacture, maketing or sdes d generic pharmaceutical Produds,
where such dogments do not discuss with particulatifye speified Divestiture
Product; (ii) administrative, finarad, and acountingrecrds; (iii) qualitycontrol
recrds that a detemined not to be mat to the manufetureof the speified
Divestiture Product bthe hterim Monitor or the Aquirer ofthe speified
Divestiture Product; (iv)drmulas used to detaine the finapricing of any
Divestiture Product and/or Retained Produds o cusomers and competitively
sensitive pricingnformation that is exclusivelselaed to the Retained Prodag(v)
anyred estate ad the buildings ad other pemanent structures lodad on such e
estate; and (vi) al Product Licensed Intellectual Property;

provided further, however, that in cases inwhich documents or other materials
included in the as$®to be divested contain infoation: (i) that relees both to the
specifial Divestiture Productral to Retained Products or businessska Responae
and canot be segated in a maner tha preseves the usefiness of the infanation
as itreates tothespecified Divestiture Pr



. “"cGMP” means cuent Good Maufaduring Practiceas set fah in the United States
Federd Food, Dug, and Cosmetic Act,sasamendeé, and includeslierules and rgulations
promulgated bythe FDA theraunder.

. “Clinical Trial(s)’ meansacontrolled gudy in humans of the sdety or efficacy of a Produd,
and includes, whout limitation, such clinical trials aseadesiged to support expanded
labelingor to satisfythe reuirements of m Agencyin connetion with anyProduct
Approva and any other human gudy used in research and Development of a Produd.

. “Closing Ddae” means, as to edcDivestiture Product, the tlaon which &Respondent (or a
Divestiture Truste) mnsummates a tngaction to assig gant, licanse, divest, tranef,
deliver, orotherwise onveyassets flated to such Div&iture Product to an Auirer
pursuant to this Order

. “Confidential Businessnformation” mens all informéon owned byor in the possession
or control of a Respondent that is not in the public domain and that iglgiretzted to the
resard, Devdopment, manufaare, maketing commeralization, mportation,









the deinition of the specified estiture Product in this Ordex@usivelyfor the puposes
of:

1. resarching and Devédoping the speified Divestiture Product fomarkeing, distribution
or sale within the Geographic Territory;

2. using, m&ing, having male, distributing, dering for sale, ppmoting, advsising, or
selling the specified Divestiture Product within the Geographic Territory;

3. importing or expotting the specified Divestiture Product to or from the Geographic
Teritory to the extent related to the rkating, distribution or sale of the spéed
Divestiture Product in the GgraphicTeritory; and

4. havingthe speified Divestiture Producmade amyhere in the World for distribution or
sale within, or import into the Geographic Territory;

provided, however, that for ay Product licensel Intellectual Propgy that is the subject
of a license fom a Third Partgnteed into bythe Respondent nahén the definition of
the speified Divestiture Produdn this Orde, the scop@f the ridits ganted hesunde
shall only berequired to beequal to thesmpe of therightsgranted by the Third Paty to
tha Respondent.
CC. “Divestiture Product Rdeasex(s)” meansthefollowing Pesons:
1. the Acquirer for theasseés related to a paticular Divestiture Produdt;

2. anyPerson controlled bgr undercommon control with that Acquireand

3. anylicenses, sublicensexe manufaturers, supplies, distributors, and customers ofttha
Acquirer, or of sich Acquirer-affili ated entities.
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GG. “Fentanyl Trangdermal Systan Producs” meansadl Products in Development,
manufatured, markeed or sold byRespondent Actas pursuant to ANDA M. 077062 and
anysupplements, amendments, evisions thereto.

HH. “Generic Products (Group One” meansthefollowing Divestiture Produds:

1. AdapdeneBenzoyl Paoxide Produds;
2. Amphetamine Sdts Extended Rdease Produds;
3. DiltiazemHydrochloride Extended Rdease (Group One) Products;
4. Fentanyl Trandermal Systan Poduds;
5. Glipizide Extended RdeaseProducts;
6. Methylphenidate Hydrochloride Extended RdeaseProduds;
7. Metodopramide Hydrochloride Produds;
8. Morphine Sulphate Extended Rdease Products;
9. Nifedipine Extended RdeaseProduds;
10. Oxycodone Extended RdeaseProduds;
11. Oxymorphone Extended RdeaseProduds;
12. Rivastigmine Pach Him Produds;
13. Ursodiol Products; and
14. Varenicline Tartrate Produds.

Il. “Generic Products (Group One) Asses” meansadl of Respondents rights title and interest
in and to all assetsleged to Respondents’ business within the@aphicTerntory relaed
to eat of the repective @neic Products (Gwup One)o the extent ledly transfeable
including theresard, Devdopment, manufaare, distribution, marketingnd salef eah
swech Geneic Produds (Group One), including, without limitation, the Categorized Assés
relaed to the Gerrec Products (Bup Oné.

JJ. “GenericProducts (Group &) Dvestiture Ageements” meas all of the following
agreements
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4. Dextromethorphan Hydrobromide/Quinidine Sufate Produdts.

LL. “Generic Producs (Group Two) Asses” meansdl of Respondents rights title and interest

MM.

NN.

in and to all assetsleged to Respondents’ business within the@aphicTerntory relaed
to eat of the repective @neic Products (Gwup Two) to the dent leally transfeable
including theresard, Devdopment, manufaare, distribution, marketingnd salef eah
swech Geneic Produas (Group Two), including, without limitation, the Caegorized Asses
related to the Gene& Products (Gup Two)

“Generic Products (Groupwo) Divestiture Ageanents” meas all of the following
agreements

1. Asset Purchase Agreement betwe@ Actavis Elizabeth LC and Sandoak., datd as of

September 19, 2012nd all amendmentsxhibits, attachments, aggments, and
schedules thereto;

2. Asset Purchase Agreement betwe@ Actavis South Atlantic LC and Sandozt., date

as of Septemlrel9, 2012, andleamendments, exhits, attachments, agaments, and
schedules thereto;

3. Asset Purchase Agreement betwea Watson labordories, hc. (aNevala Corporton)

and Sandoz Inc., daed as d Septembe 19, 2012, and dl amendments, exhibits,
attachmats, ageements, and sclaeles ther; and,

. Supply Agreement betwea Actavis Elizabeth LC and Sandomk., datd as of

September 19, 2012nd all amendmentsxhibits, attachments, aggments, and
scheduls thereto;

related to the Gerree Products (Boup Two)Assets that havieeen aproved bythe
Commision to accomplish the regaiments of this Orde The Gnerc Products (Gaup
Two) Divestiture Agreements are attached to this Order and contained in Non-Pulic
Appendx B.

“GeographicTeritory” means the United States of Ameg, including & of its territories
and possessions, unless othervgigecifiel.

0O0. “Glipizide Extended Relase Produs” means thProducts in Development, manuotared,

markeed or sold byRespondent Actas pursuant to ANDA M. 076159 and any
supplements, amendments, evisions thereto.

PP. “Government Entity” meansany Federal, state, local or non-U.S. government, or any court,

legislature, @vernmat agency or governmat commission, or anydicial or rggulatory
authority of any government.
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QQ.

RR.

SS.

TT.

Uu.

VV.

“High Volume Acount(s)” means anyetaler, wholesger or distributor whosannual
aggregate purchasevolumes, in units a in dollars, of a Divestiture Product from a
Respondent weramonghe largest customers dhe Respondent fahat Divestiture
Product in the United States of Anta and which astomers, whenggregated togther
represent aleast 80% of thiaRespondent’s sales thfat Divestiture Product during) 2011
and (ii) the frst (6) months of 2012.

“I'nterim Monitor” meas anymonitor appointed pursuant to Pgnaph V of this Orderor
Paagraph Il of therdated Order to Maintain Assés.

“Isradipine Products” meansdl Produds in Development, manufactured, maketed or sold
pursuant to ANDANo. 77-169 ad anysupplements, amendments, evisions thereto.

“Isradipine Product Assés” meansdl rights title and interest in and to dl asses and rights
sdely and exclusively rdated tothelsradipine Produds. “Isradipine Product Assés”
includes, without limtiation,

1. anyrights to rese&h, Develop, manuctue, distribute, promote, miaat, or sell the
Isradipine Produds in the Geographic Territory;

2. any rightsto any future interest a profits in the Isradipine Produds;
3. any rightsto any Corfidential Busness hformation related to thelsradipine Produds;
4. any rightsto cnsent to the offer to <ll, or sde of, the Isradipine Produds;

5. any rightsto consent to the offer to <ll, or sde of, any asse sdely and exclusively
related to the dradipine Produs; and

6. anyother ridnts that are solg and exclusivelyelaed to the dradipine Produs that
were eithergrantel to, or reseved by the Respondent Aavis pursuant to th&sset
Purchase Agreement betwe@ Actavis Totowd LC and Mikah PharmallC dated June
16, 2010. This agreement is atached tothis Order and contained in Non-Pulic
Appendix C.

“I sradipine Produdivestiture Ageanent” meas theAmendment and Waiver to the Asset
Purchase Agreement (referencingthe Asset Purclse Ageement dated June 16, 2010
between the paties) exeauted by Actavis Inc. and agreed and accepted by Mikah Prarma
LLC, cated Augud 27, 2012. The Isradipine Divestiture Agreement is dtached tothis
Orde and ontained in Non-Public Appelix C.

“Law” means a grultion,, or dinanceTj 91.2000 0.0000 TD (, amd cther rr)Tj 18.5200 0.0000 TD
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WW. “Lorazepam Poduds” meansal Produds in Development, manufactured, marketed or sold
by Respondent Actavis pursuant to the following ANDAS:

1. ANDA No. 071403 and amgupplements, amendments, evisions thereto;
2. ANDA No. 071404 and arsupplements, amendments, evisions thereto; and
3. ANDA No. 071141 and amgupplements, amendments, evisions thereto.

XX. “Loxapine Produds” meansal Produds in Development, manufactured, marketed or sold
pursuant to ANDANo. 76-868 ad anysupplements, amendments, evisions thereto.

YY. “Loxapine Produd Assés” meansadl rights title and interest in and to dl asses and rights
sdely and exclusively rdated tothe Loxgpine Produds. “Loxagpine Product Assés,
includes, without limtiation,

1. anyrights to rese&h, Develop, manuctue, distribute, promote, nmiat, or sell the
Loxapine Produds in the Geographic Territory;

2. any rightsto any future interest a profits in the Loxapine Produds;
3. any rightsto any Corfidential Busness hforméion related totheLoxapine Produds;
4. any rightsto consent to the offer to <ll, or sde of, the Loxapine Produds;

5. any rightsto aonsent to the offer to <ll, or sde of, any asse sdely and exclusively
relaed to the lboxapine Produs; and

6. anyother ridnts that are solg and exclusivelyelaed to the bxapine Produs that
were eithergrantel to, or reseved by the Respondent Aavis pursuant to tha&sset
Purchase Agreement betwe@ Actavis Totowa LC and Mikah PharmallC dated
Augud 26, 2011. This agreement is dtached tothis Order and contained in Non-Pulic
Appendix C.

ZZ. “L oxapine ProducDivestiture Ageanent” meas theAmendment and Waiver to the Asset
Purchase Agreement (referencingthe Asset Purclsg Ageanent dated Augst 26, 2011,
between the paties) exeauted by Actavis Inc. and agreed and accepted by Mikah Pharma
LLC, dated Augst 27, 2012. Thedxapine Divestiture Ageament is attacheto this Order
and contaned in Non-Public Appendix C.

AAA. “Manufactuing Desighee” means ay Person, other timea Respondent, that$been
desighated byan Aquirer to manuwdctue a Dvestiture Product fothat Acquire.

BBB. “Methylphenidate Hydrochloride Extended RdeaseProducts” meansdl Produds in
Devdopment, manufaared, maketed orsold byRespondent Actas that contain the

15



CCC.

DDD.

EEE.

FFF.

GGG.

active phamacutical ingedient Methyiphenidate ad that aren Development usingn
exterded-releaseddiv ery systan and to ke indicated for thetreatment o attention deficit
hyperactivity disorder.

“Metodopramide Hydrochloride Produds” meansal Produds in Development,
manufatured, markeed or sold byRespondent Actas pursuant to ANDA M. 070581 and
anysupplements, amendments, evisions thereto.

“Mikah Pharm& means Mikah PharmalLC is a limted liability companyorganized,
existing and daing business under and by virtue of thelaws of the Stae of Ddaware, with
its headquder address loced at 20 Kilmer Bive, Hillsboroudn, New Jerse®8844.

“Morphine Sulphate Extended Rdease Products” meansadl Producds in Development,
manufatured, markeed or sold byRespondent Watson pursuant to ANDA.I200812 and
anysupplements, amendments, evisions thereto.

“Morphine Sulphate Ndtrexone Extended Rdease Products” meansal Produds in
Devdopment, manufaared, maketed orsold pursuant to NDA No. 2221 and any
supplements, amendments, evisions thereto.

“Morphine Sulphate Bltrexone Ex¢nded RieaseProduct Ageanent” meas the

Development and Manufacturing Services Agreement by and beween Actavis Elizabeth
LLC and Alpharma

16



. rights to move or transféhe dove-dacribed guipment, at Respondents’ expense, to a
faadlity chosen byPfizer;

. rights to move or transfenanufaturing at Respondentskpense, othe Morphine
Sulphate Naltreone Extended Releagoducts byPfizer & anytime chosen byfizer,
duringthe term of théMlorphine Sulphate Niexone Exended Relase Produc
Agreement as antaled bythe Morphine Sulphate Meexone Exended Relase Produc
Divestiture Agreement;

. rightsto () require Respondentsto prepare technical trander protocols consigent with
TednologyTransér Standals, (ii) require Respondws to assistfizer in such tela
trander of the manufacturing of the Morphine Sulphate Ndtrexone Extended Rdease
Products at anifme chosen byfizer and at a &cility chosen byPfizer, and (iii) receive
suech prepaation and assstance from the Respondents a no greater than Respondents
Direct Cost, duing theterm of the Morphine Suphate Ndtrexone Extended Rdease
Product Agreement as anended by the Morphine Subhate Ndtrexone Extended Rdease
Product Divestiture Agreement;

. rightsto exterd the requirement for Respondentsto supply the Morphine Sulphate
Naltrexone Extended Relea&soduct to Pfier for term not to exceeafir (4)yeas
from the dé&e of first commercibsale of the Mgphine Sulphate Naltr@ne Extended
RdeaseProduct as reformulated and relaunched dter the Acquisition Date; provided,
however, tha, if therdaunch of the Morphine Sulphate Ndtrexone Extended Rdease
Product does ot accur within three (3) years of thedde of the Morphine Sulphate
Naltrexone Extended Releag®oduct Divestiture Agenent, then this requineent for
Respondents to supply suwch Pioduc to Pfizer shdl expire three (3) years from the dae
of theMorphine Subhate Ndtrexone Extended RdeaseProduct Divestiture Agreement;

. rights to prohibit Rspondents ém terminatinghe Morphine Sulphate Meexone
Extended Relase ProducAgreament as aasult of the Aquisition;

. rights to terminate the Morphine Sulphataltkexone Ex¢nded ReeaseProduct
Agreement at will; and

. rightsto dl Confidentia Busness hformation related to the Morphine Subhate

Naltrexone Extended Relea&soducts, and rlgs to control the use and dissemination
thereof.

17



LLL. “Order Date” means the da on which this Dasion and Orders issued byhe Commis®n
to becomeihal and efedtive.

MMM. *“Order to Maintain Asge” means the f@erto Maintain Assets incorpaed into and made
apat of the Agreement Containing Corsent Orders.

NNN. “Ordeas’ meansthis Decision and Order and therdated Order to Maintain Assés.

000. “Oxycodone Extended RdeaseProducds” meansal Produds in Development,
manufatured, markeed or sold byRespondent Actas pursuant to ANDA N. 202434 and
anysupplements, amendments, evisions thereto.

PPP. “Oxymormphone Extended RdeaseProduds” meansal Produds in Development,
manufatured, markeed or sold byRespondent Watson pursuant to ANDA.I200792 and
anysupplements, amendments, evisions thereto.

QQQ. “Pa” meansPa Phamaceutical, Inc., a corporation arganized, existing and daing business
under ad byvirtue of the lavs of Ddaware, with its headquéers aldress 8300 Tice
Boulevard, Woodcliff Lake, New JerseY)7677.

RRR. “Paent(s)’ meansdl patents, patent goplications including provisional patent goplications
invention disclosures, d#icates of invention and applitians for cetificates of invention
and statutorynvention regstrations, in eachase &isting as othe Closing D& (except
where this Order pecifies adifferent ime), and includes dl reissues, additions, divisions,
continuations, continuations-in-pasupplementarprotedion certificaes, extensions and
reexaminations thereogll inventions disclosed thereimaall rights therein providg by
international traties and @anventions, relatkto anyProduct of or owmed bya Respondent
as of the Closin@pate éxcept where this Ordespecifies a diffeent time).

SSS “Person”’means ay individual, partnership, joint venturatrh, corpoation, association,
trust, unincorported or@nization, or other business or Govaent Entity and any
subsidiaries, divisions, groups affiliates thereaf

TTT. “Pfizer’ means Pfizr Phamacaiticals hc., a orpordion organized, exisng and doing
business undema byvirtue of the lavs of Ddaware, with its headquéers aldress 8235
E. 42° Street, Nev York, New York 10017.

UUU. “Product(s) means anypharmaeutica, biologicd, or genetic ompositbn containingany
formulation or dosagof acompound rierencel as its pharmauitically, biologicdly, or
geneticdly active ingedient and/or that is the subject of Application.

GYEENIBIT0 §E00)0HREDIMEODYDZIED ( Pa) T L TDO(HP) R Z8D O @)K 08. 54

18



States of Ameaca, and includes, without lintation, all approvia, regstrations, licenses or
authorizations gnted in conngion with anyApplication.

WWW. “Product Assumed Contrcgs” means all of the followingcontrats or ageaments (copies of
ead such contret to be providd to the Acquireon or béore the Closing D& and
segecated in a maner tha cleaty identifies the purpogs) of each sub contrat):

1. that make spsfic referene to the spefied Divestiture Producand pursuant to which
any Third Partyis obligatel to purchae, or ha the option to purchasathout further
negptiation of terms, the spied Divestiture Producfrom a Respondg unless such
contract applies generally to the Respondent’s sales of Products to that Third Party;

2. pursuant to which Respondent puhases thedive phamaceuitical ingedient(s) or
other neesssay ingredient(s)or componat(s) or ha planned to put@ase thective
pharmaeuticdingredient(s)or other neesssay ingredient(s)or componat(s) from any
Third Partyfor usein connetion with the manufaare of thespecifiel Divestiture
Produd;

3. relating to any Clinical Trials involving the specified Divestiture Produdt;

4. with universities or othersseach institutions for the use of tlepecifia Divestiture
Product in scientific igeach;

5. relaing to the peticularized maketing of the speified Divestiture Produtcor
educdional matters rating soldy to the specifié Divestiture Product(s)

6. pursuant to which &hird Partymanufatures or pakages the spefied Divestiture
Product onbehdf of a Respondent;

7. pursuant to which &hird Partyprovides the Prodadanufaduring Technologyrelaed
to the specified Divestiture Product to a Respondent;

8. pursuant to which &hird Partyis licensed by Respondent to use tReoduct
Manufacturing Technology;

9. constituting confidentiality agreementsinvolving thespecified Divestiture Produd;

10. involving anyroyalty, licensing covenat not to sue, or simal arangement involving
the specified Divestiture Produdt;

11. pursuant to which &hird Partyprovides anygpecidized sevices neessay to the

resard, Devdopment, manufaare or distribution of the spiied Divestiture Produc
to a Respondent includingut not lim112.4400 184.4400 TD dengement involving
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XXX.

12. pursuant to whichrey Third Partycollaboraes with a Respondent in therfsgmanceof
resard, Devdopment, marketingdistribution or selling of the spiied Divestiture
Produc or thebusiness elated to such Divestiture Produd;

provided, however, that whee anysuch contret or ayreement also rel@s to a Retained
Product(s), the Rgondents shall assighe Acquier dl such rihts under theantrad or
agreement as ae related tothe specified Divestiture Product, but concurrently may retain
similar nghts forthe purposes dhe Retained Prodt(s).

“Product Copyrights’ meansrightsto dl original works of authorship of any kind drectly
relaed to the spefied Divestiture Producand anyegstrations and applicens for
regstrations thereoivithin the GeogaphicTeritory, including, but not limited to, the
following: dl such rightswith respect to al promotional materials for hedthcare providers,
all promotional materials fquatients, anddricational mateals for thesales foce;
copyrightsin dl preclinical, clinical and process avelopment data and reports relating to
the reseach and @velopment ofuch Divestiture Prodtior of anymaterids used in the
research, Development, manufacture, maketing or sde of such Divestiture Produdt,
including al copyrightsin raw data rdating to dinical Trials of such Divestiture Produdt,
all caserepot forms relaéing theeto and k statisical progams devieped (or modifié in a
manner material to theuse or function thereof (other than through use references)) to
analye clinical data, lamarket reseach data marke intelligene reports and statistical
progams (if any) used br markeing and sales reeach; all copyights in customer
information, promotional and miating materidsy tthe specdiese
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10.

11.

12

13.

14.

15.

16.

17.

18.

. all correspondeneto a Responaé from the DA and fom a Respondt to the FDA

relating to the Applicdon(s) submitted byon behalbf, or aquired by, the Respondent
related to the specified Divestiture Produdt;

. annual ad periodic eports réated to the abovdescibed Applicdion(s), includingany

sdety updae reports;

. FDA approved Pioduct labding reated to the specified Divestiture Produdt;

. currently used or planreeproduct pekage inserts (inkuding historichchange of

controls sunmaies) related tothespecified Divestiture Produdt;

. FDA approve patient ciralars and infrmation reléed to the spefied Divestiture

Produdt;

. advese evat/serious advee evat summaries retad to the spefied Divestiture

Produd;

summaryof Product complaints dm physicians réated to the spéfied Divestiture
Produd;

summaryof Product complaints®m customers tated to the spdfted Divestiture
Produdt;

Produc recall reports filed with the FDA reated to thespecified Divestiture Produd,
and dl reports, studies and other documentsrelated to such recalls;

investigdion reports and othelocumats related toray out of specitation results for
any impurities found in the specified Divestiture Produdt;

repots related to the sp#ied Divestiture Product &fm anyconsultant or outside
contractor engaged to investigte orperform testing ér the purposgof resolving any
product or pocess issues, includingthout limitation, identification and soues of
impurities;

repots of vendors ofhe ative pharmaeuticad ingredients, excipients, paaiiag
components and detergents used to produce the specified Divestiture Produd that relate
to the specifiations, degaddion, chemical intactions, testingnd historical tneds of
the production of the specified Divestiture Produdt;

andytical methods development recordsrelated to the specified Divestiture Produdt;
manufacturing batch recordsrelated to the specified Divestiture Produd;

stability testing recordsreated tothespecified Divestiture Produd;
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19. chang in control historyelaed to the spefted Divestiture Produg and

20. executed validation and difecation protocols andeports réated to the spdfted
Divestiture Product.

ZZZ. “Product Emploge hformation” mens the followingfor each Dvestiture Product Core
Employee, & and to the extent permitted bgw:

1. a completeand acurae list containing th@ame ofead Divestiture Product Core
Employee (ncluding former enployees vino wee emplod bythe speified
Respondent within ninet®0) dgs of the execution date ahyRemedial Ageement);

2. with respetto each sutemploge, thefollowing information:

a. the date ohire and efiective sevice date;

b. job title or position held;

c. a speffic desaiption of the emploge’s responsibilities related to thelevant
Divestiture Product; provided, however, in lieu of this description, the spied
Respondent may provide theemployee's mog recent performance appraisd,;

d. thebasesdary or current wages;

e. the most reagt bonus paid, agegate anual compendgen for the réevant
Respondent’ s last fiscal year and current target or guaranteed bonus, if any;

f. employment gatus (i.e., active oron leaveor disability, full-time or parttime); and

g. anyother mataal terms ad conditions of emplaoyient in re@rd to suchmmployee
that arenot otherwise gneally availableto simiarly situated emploges; ad

3. a the Acquirer’s gotion or the Proposed Acquirer’s gotion (as gplicable), copies o all
employee baefit plans and summgaplan desgptions (if any applicdle to the reevant
employees.

AAAA. “Product htellectual Propsy” means all of the followingelaed to a Divestiture Produc
(other tha Product licensel Intellectual Propey):

1. Paents

2. Producat Copyrights
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3. Product Trdemaks, Product Trad®ress, trade saes, know-how, teleniques, data,
inventions, practices, methods, and other confidential or proprietary technical, busness,
resard, Devdopment and other infaration; and

4. rights to obtain and file for pents, tradentéts, and opyrights and reigtrations thereof
and to bring sut against a Third Paty for the past, present o future infringement,
misappropriation, dilution, misuseor other violations of any of theforegoing;

provided, however, “Product htellectual Propey” excludes the coporatenames or
corpoate trale drss of “Watson” or Actavis”, or the réated cor

23



comgiance, and labding and dl othe information related to the manufacturing process,
and supplier lists;

2. all active phamaceutical ingedients related to the spified Divestiture Product; and,

3. for thoseingances inwhich the manufacturing equipment is rot readily available from a
Third Party at the Aquirer’s option, all such equipment used to maotufieethe
specified Divestiture Product.

EEEE. “Product Maketing Materids” means b marketingmaterids used specifally
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particula assés or rights requird to be assiged, gantel, licensed, diveted, transfieed,
deliveral or othervise convged bya Respondent pswmant to this Order.

KKKK. “Remedia Agreement(s)’ meansthefollowing:

LLLL.

MMMM.

1. anyageanent betwee a Respondennd an Aquirer thais specificlly referenced ad

attachd to this Order, includingll amendments x&ibits, attachments, aggments, and
scheduls thereto, elated to thealevant assets or rigs to be assiged, ganted,
licensed, divsted, transfeed, deliverel, or othenise convged, includingwithout
limitation, anyageanent to supphgpecifi@ products or@mponents therepand that
has been goproved by the Commission to accompish the requirements of the Order in
connection with the Conmission’s cetermination to meke this Order final and effective;

. anyageanent betwee a Respondennd a Third Pay to effect the assigment of

assets orights of theRespondent tated to a Divstiture Product to the beiiteof an
Acquirer tha is specificaly referenced and atached tothis Order, including al
amendments xhibits, attachments, aggments, and sclaeles therw, that has bee
approvel bythe Commis®n to accomplish the galirements of th©rde in connetion
with the Commission’s determination to make this Order final and effective;

. anyageanent betwee a Respondennd an Aquirer ©Or betwen a Dvestiture Trustee

and an Aquire) that ha been pproved bythe Commis®n to accomplish the
requirements of this Order, induding dl amendments, exhibits, attachments
ageanents, and scldeles ther, relatel to the releant assets ofghts to be ssignel,
grantal, licensed, diveted, transfeed, deliverel, or othenise convged, including
without limitation, anyageement bya Respondent to suppypecifiel products or
components theod, and thahas bee approvd bythe Commis®n to accomplish the
requirenents of this Ordernd/or

. anyageanent betwee a Respondennd a Third Pay to effect the assigment of

assets orights of aRespondent tated to a Divstiture Product to the beifiteof an
Acquirer that has ben appoved bythe Commisi®n to accomplish the gelirements of
this Order, intuding dl amendments, exhits, attachments, aggments, and scloelles
therdo.

“Retained Product” means any Product(s) Developed, manufactured, marketed or sold by a
Respondent tha is nat a Divestiture Produdt.

“Right of Refeéene or Use” means the athority to relyupon, and oth&rise use, a
investigaion for the purposef obtainingapprovaof an Applicdion or to defenda
Application, includingthe abilityto make avitable the unddying raw dda from the
investigation for FDA audit.
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NNNN. “Rivastigmine Patie Film Products” masas all Products in Development, maactued,
markeed or sold byRespondent Actas pursuant to ANDA M. 202399 and any
supplements, amendments, evisions thereto.

0OO0O00O0. “Sandoz” means Sandoazd., a subsidigrof Novatis AG, that is orgnized, exisng and
doing business under and by virtue of thelaws of the Stae of Colorado, with its
headqueers aldress loced at 506 Carrgee Center, Prineton, NewJerseg 08540.

PPPP.“Sumply Cos” meansacod no
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nt SSSS

b. obtain anyProduct Approvis necssaryfor the Acquire or its Manufaturing
Desigiee, to manaictue, distribute, markeand sell the spded Divestiture
Product in commeral quantities and to meell &Agency-appioved speiications
for sudh Divestiture Product; and

c. receive, integate and uselasuch Product Manutduring Technologyand all such
intellectud property rdlated tothespecified Divestiture Product.

RRRR. “Third Paty(ies)’ means any non-governmentd Peason other than the following: a
Respondent; or, the Aairer ofparticula assés or richts pursuant to this Order.

SSSS. “Ursadiol Products” meansdl Produds in Development, manufactured, marketed or sold
by Respondent Actavis pursuant to ANDA No. 202540 and any sypplements anendments
or revisions thereto.

TTTT. “Varenidine Tartate Produts” means hProducts in Development, manuatared,

markeed or sold byRespondent Actas pursuant to ANDA M. 201785 and any
supplements, amendments, evisions thereto.
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provided, however, that if Respondents hadévested the Geeric
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provided further, however, that if Respondents have divested the Generic Products

(Group Two) Assds and granted the above-desaibed Divestiture Product License to
Sandoz prior to the Ord@&ate, ad if, at the time the Commission determines to make
this Order final and effective, the Conmission notifies Respondentstha the manner in
which the divestiture as acomplished is not acpéable, the Commissionag dired
Respondents, or appoint aBstiture Trusteeto effect such modificaons to he manne
of divestiture of th&Geneic Products (Boup Two)Assets or tant of theabove-
descibed Divestiture Produd.icense as applicble, to Sandoz (including, but not
limited to, entang into additional ageaments or amngements) a the Commision may
detemine arenecesaryto satisfythe reuirements of this Orde

C. Prior to the Closing Datd&Respondents shall seeuwll consats and waives from & Third
Parties that & neessay to permit Respondents to divest the assepsired to be diveted
pursuant to this Orde¢o an Acquier, aad to permit the releant Acquier to ontinue the
resard, Devdopment, manufdaare, salemarkeing ordistribution of the Divestiture
Product(s) bieg acquired bythat Acquire,

provided, however, Respondents masatisfythis requiremst by cetifying tha the
relevant Acquirer for the Divestiture Produd has exeauted dl such agreementsdirectly
with each o therdevant Third Paties.

D. Respondents shall provide, @use to b@rovided to eeh Aocquirer in amannerconsistent
with the Tedhnology Transfer Standards the following:

1. all Product Manufacturing Technology (including dl related intellectual property)
related to the Divestiture Prodifs) beingacquied bythat Acquire; and

2. all rights to all Poduct Manuéctuing Technolog (includingall relaed intellectual
propety) that is owned by Third Paly and licenseé by a Respondenttlated to the
Divestiture Products beirgcquied bythat Acquire.

Respondents shell obtain any consentsfrom Third Paties required to comgy with this
provision.

E. Respondentsshall:

1. upon reaonable witten notice andaquest fom an Acquier to Respondsgs, Contract
Manufactureand deliverto the requsting Aqquirer, in atimely mannerand under
reasanable terms and conditions, asypply of each of the Cortract Manufacture Products
related to the Divestiture Products acquired by tha Acquirer & Respondents Supply
Cost, for a peod of time sufficient to allow that Ayirer ©r the Manuactuing
Designee of the Acquirer) to dbtain dl of therdevant Product Approvals necessay to
manufaturein commeral quantities, and in a marmeonsistent with cGMP, the
finished drugproduct indepedentlyof Respondents and tocseesourcs of supplyof
the ative pharmaeutica ingredients, excipients, other irgglients, and neessay

29



components listed in the reknt Respondent’s Applitian(s) for theDivestiture
Product(s) acquired by tha Acquirer from Pasons aher than the Respondents

2. make epresentations and weanties to the Acquings) tha the Contract Manaictue
Product(s) supplied by Respondent psuwant to a Remedial Agement meet the
relevant Agency-approved Pecifications For the Cortract Manufacture Produd(s) to
be maketed ar sold in the Geographic Territory, the Respondent shdl agree to
indemnify, defend and hdd the Acquirer harmless fom any and dl suits, claims,
actions, denrads, liabilites, expenses or losses aldgo rasult from the failureof the
Contract Manudctue Product(syupplied to the Acquirgursuat to a Remedial
Agreement bya Respondent to meeGMP. This obligation malge madecontingent
upon the Acquer gving the Rspondent prompt written notice sdéich clan and
coopeatingfully in the defase of suk claim. The Rentdal Agreement shall be
consigent with theobligationsassuned by Respondentsunder this Order;

paddel€d0oVibesr, that Respondents magseve theright to control the defese of
any swch daim, incdluding theright to sttle theclaim, solong as sich sttlement is
consistent with Respondentssponsibilties to supplythe Contract Maufadure
Produds in the manner required by this Order; provided further, however, tha this
obligation shall not require Respomnus to be liable forray nedigent act or omission
of the Aqquirer orfor any representtions and wamanties, express or implied, made
by the Acquier tha exceed theapresentations and weanties made by Respondent
to the Acquire;

provided further, however, tha in each instance where: (i) an agreement to dvest
relevant asssds a to Cantract Manufacture is ecifically referenced and attached to
this Order, ad (ii) such greanent becomga Remedial Ageament for aDivestiture
Product, each such agreement may contain limits an aRespondent’s aggregate
liabilitythestiti®ty roinMiae failure of the Cortract Manufacture Produds supplied to
the Acquirer pursuant to such Remedial Agreement by a Respondent to mest cGMP,

3. give priority to supplyng aContract Manudctue Product to the levant Aquirer ove
manufacturing and suypplying of Produds for Respondents own u2.2000 0.0000 TD (rve the)Tj 32..
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eat such ageement maycontain limits on a Respondents'gaggate liability for
suwch afailure;

5. duringthe term of ay ageanent to Contract Manutturebetwe@ a Respondennd
an Aquirer, upon witten requset of that Acquireor the hterim Monitor (if anyhas
been apointed), makavailableto the Acquire and thenterim Monitor (if anyhas
been apointed) all reords thatelate to the maufadure of therelevant Contract
Manufacture Products that argeneated orcreated der theClosing Date
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assets or othdPersons speatfally authorized byhat Acquire to re@ive sub
information; and

6. not provide, disclose or otheise makeavailable diredly or indiredly, anysuch
Confidential Businessformation réated to the maeting or sales othe Divestiture
Producs b Respondents employees responsible for making pricing decisions related to
those Retained Prodiscthat are msciption pharmacaeticals for thetreament of the
sane diseas€(s) as the Divestiture Produdts;

provided, however, that the rstrictions contained in this Ordexgardingthe
Respondents use conveyance, provision, or disdosure of Corfidential Busness
Information shdl not gpply to thefollowing: (i) information that subsequently falls
within the public domain through no violation o this Order or breach of confidentiality
or non-disclosure agreement with respect to such information by the Respondents (i)
information that is requiceby Law orrules of & applicablestock exchargto be
publicly disclosed; (iii) information spéecally excluded from the Dinaiture Product
Assets; and (iv)laintellectual propetly licensed on aon-exclusive basis to the
particula Acquirer.

G. Respondentsshll require tha each of Respondents employees thet has hed access b
Confidential Businessiformation within the onel{ yearperiod priorto the Acquisition
Date sign aconfidentiality agreement pursuant to which that employee stall be required to
mantain al Confidential Busness hformation related to the Divestiture Produdts & stictly
confidential, induding the nondisdosure of tha information to dl other employees,
executives or othgrersonnkof Respondents (othénan as neessay to complywith the
requirenents of the Qters)

H. Not later tha thirty (30) das afterthe Acquisition Date, Responis shall provide written
natification of therestrictionsontheuse and disclosure of the Corfidential Busness
Information réated to the Divestiture ProdisdoyRespondents’ psonnel to all of
Respondents’ emplegs vino arecoveed byParagaph 1.F.6. Respondgs shall give the
abovedescibed notification bye-mal with return reeipt requested or similar tresmisson,
and keep afile of thosereceipts for one (1) year after the dde the Order to Maintain Assés
is issued byhe Commis®n to becomeihal and efective. Respondents shall provide a
copy of thenatification totherdevant Acquirer. Respondents shall maintain compete
records of & such notifications at Respondentsjistered ofice within the United States
and shall provideraofficer’s certification to the Commission sating tha the
acknowledgment program has been implemented and is being comgied with. Respondents
shall provide thealevant Acquirg with copies ofall cetifications, notifications and
reminders sent to Respondents personnd.

|. Respondents shall not enferanyageement aginsras@EoddiF8gtydi 8¥ 9p4iwle0.0tg.00 0.00 rg BT 9
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Such ageements include, but amot limited to, ageements with respedo the disclosure of
Confidential Business Information related to such Product Manufacturing Technology.

J. Not later tha ten (10) dgs afterthe Closing D&, Respondents shaliagt arelease to ech
Third Partythat is subject to an eggment as desibed in Pargraph L.1. that allows the
Third Partyto provide the revant Product Manaftuing Technolog to that Acquire.
Within five (5)days of the execution ofaeh sub release, Respondés shall provide aopy
of the réeaseto that Acquire.

K. Respondentsshll:

1. for each Dvestiture Product, foa peiod of six(6) months from the ClosinQate or
until the hiring of twenty (20) Divestiture Product Care Employees by an Acquirer or its
Manufacturing Designee, vihicheve ocaurs edlier, provide that Acquier with the
opportunityto enter into emplaypent contrats with the Divestiture Product Core
Employees elated to the estiture Products andsets acquicebythat Acquire
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4. until theClosing Date, provide al Divestiture Product Core Employees with reasanable
finandal incentives to continue in their positions and teegeh, Develop, and
manufaturethe Divestiture Prodauconsistent with past practeand/or as nyabe
necessaryto presere the maketability, viability and comptitiveness of the Divestiture
Product and to enseisucessful execution of the @rAcquisition plans for that
Divestiture Product. Such inagves shall include aontinuation of all emploge
compenston and benéts offered by Respondents until the Ciog Date§) for the
divestiture of the ssets relatkto the Divestiture Product $iaccured, inc
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composition of matter, tating to the Dvestiture Product(s)cguired bythat Acquire,
or tha claims adevice rdating to the use thereof;

2. any Paent owned o license
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b. the distribution, sale and matkey of the respective Dvestiture Products in the
GeogaphicTeritory; and,

4. to remedythe lesseningf compdition resulting from the Aquisition as allegd in the
Commssion’s Commint in a timelyand suficient manner

.
IT IS FURTHER ORDERED tha:

A. Not later than the earlier of: (i) ten (10) days after the Acquisition Date or (ii) ten (10) days
after the Oder Date, Respondhs shall divest thestadipine ProdudAssets (to the extent
that such as$e are not leeady owned, ontrolled or in the possession of Mikah Rhaj,
absolutelyand in @od faith, to Mikah Pharma pawant to, and in @ordance wth, the
Isradipine Produdivestiture Ageement (which greement shall not lint or contradit, or
be construed to limit or contradict, theterms d this Order, it being understood thet this
Orde shall not be constrdeto redue anyrights or benefs of Mikah Pharma or to deice
any obligations of Respondents unde such agreement) and the agreement, if it becomes a
Remedial Ageement reléed to the dradipine ProducAssets is incorporatieby reference
into this Order and made a pat heeof;

provided, however, that if Respondents have divestead the Isradipine Produdt Asséds
Mikah Prarma prior to the Orde Date, and if, a the time the Conmission determines to
make this Ordefinal and efiective, theCommasion notifies Respondents that the
mannerlin which the divestiture veaacomplished is not acceflike, the Commissin
may direct Respondents or gppoint a Divestiture Trugee, to effect such maificationsto
the mamer of divediture of the Isadpine Foduct Assets to Mikah Phama (including,
but not limted to, enteringnto additional ageements or aslangements) a the
Commssion maydetemine arenecasaryto satisfythe reuirements of this Ordge

provided further, however, neither this Ordenor axy Remedial Ageanent reléed to the
divestiture of thelsradipine Produd Assés shdl be construed to confer any rightsto
Mikah Phama o restrict the Regponderts from researching, Developing, manufacturing,
distributing, markeng, orselling aProduct that is theegeric equivalet of the
Isradipine Produds.

B. Not later than the earlier of: (i) ten (10) days after the Acquisition Date or (ii) ten (10) days
after the Oder Date, Respondhs shall divest thedxapine ProduicAssets (to the extent
that such as$e are not leeady owned, ontrolled or in the possession of Mikah Rhaj,
absolutelyand in @od faith, to Mikah Pharma pawant to, and in @ordance wth, the
Loxapine ProducDivestiture Ageement (which greament shall not lint or contradit, or
be construed to limit or contradict, theterms d this Order, it being understood thet this
Orde shall not be constrdeto redue anyrights or benefs of Mikah Pharma or to deice
any obligations of Respondents unde such agreement) and the agreement, if it becomes a
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Remedial Ageament reléed to the bxapine ProducAssets is incorporatieby reference
into this Order and made a pat hereof;

provided, however, thet if Respondents have divested the Loxagpine Product Assés
Mikah Prarma prior to the Orde Date, and if, a the time the Conmission determines to
make this Ordefinal and efiective, theCommgsion notifies Respondents that the
mannerlin which the divestiture veaacomplished is not accefiike, the Commissin
may direct Respondents or gopoint a Divestiture Trugee, to effect such maificationsto
the mamer of divediture of the Loxapne Roduct Assets to Mikah Phamma (ncluding,
but not limted to, enteringnto additional ageements or aangements) a the
Commssion maydetemine arenecasaryto satisfythe reuirements of this Orde

provided further, however, neither this Ordenor any Remedial Ageanent reléed to the
divestiture of the Loxgpine Product Assés ddl be construed to confer any rightsto
Mikah Phama o restrict the Regponderts from researching, Developing, manufacturing,
distributing, markeng, orselling aProduct that is theemerc equivalet of the loxapine
Produds.

C. The purposef the divestiture ofthe kradipine ProducAssets and thedxapine Produc
Assds is:

1.

to ensure theontinued use aduch asds in the reseah, Development, 1ad
manufatureof the bradipine Produes and the bxapine Produs and for thgurposes
of the business associated with each of these Products within the Geographic Territory;

. to provide forthe futureuse of suke assets fothe distribution, sale and matke of the

Isradipine Products and the Loxapine Products in the Geographic Territory;

. to areate aviable and eff ective competitor, that is independent of the Respondents

a. in the resarch, Devdopment, and manuééureof the kradipine Produs and the
Loxapine Produdts for thepurposes d the business asaiated with theseProdudts
within the GeogaphicTeritory; and

b. the distribution, sale and matkey of the kradipine Produs and the bxapine
Products in the GeogphicTeritory; and,

. to remedythe lesseningf compdition resulting from the Aquisition as allegd in the

Commssion’s Compint in a timelyand suficient manner
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IT IS FURTHER ORDERED tha:

A. Not later than the earlier of: (i) ten (10) days after the Acquisition Date or (ii) ten (10) days
after the Oder Date, Respondhs shall divest the Morphine Sulphate Nadtnee Extended
RdeaseProduct Assés and grant aDivestiture Product License for usein connection with
the commercialization of the Morphine Sulphate Natrexone Extended RdeaseProduds,
absolutelyand in @od faith, to Pfizer pursuant to, and ircadaice wth, the Morphine
Sulphate Naltreone Extended Releag¥oduct Divestiture Agement (which greement
shall not limit or contradict, or be construed to limit or contradict, theterms d this Order, it
beingunderstood that this Ordshall not be constrdeto redue anyrights or benefs of
Pfizer orto redue anyobligdaions of Respondents under Buageement), and the
agreement, if it becomes aRamedial Agreement related to the Morphine Sulphate
Naltrexone Extended Relea&soduct is incorpotad byreference into this Ordeand made
a pat heref;

provided, however, that if Respondents hadévested the Morphin8ulphate Naltneone
Extended Relase ProducAssets andrmgntal the abovalescibed Divestiture Product
Licenseto Pfizer piior to the OrdeDae, and if, athe time the Comrssion determines
to make this Ordefinal and &ective, the Commission nifies Respondents that the
mannerlin which the divestiture veaacomplished is not accefiike, the Commissin
may direct Respondents or gopoint a Divestiture Trugee, to effect such maificationsto
themanner of divestiture of the Morphine Sulphate Ndtrexone Extended Rdease
Product Assets orrgnt of theabovedescibed Divestiture Proddd.icense as
applicable to Pfizr (ncluding, but not limited to, enteririgto additional ageanents or
arrangements) a the Commision maydetemine arenecesaryto satisfythe
requirements of this Order

provided further, however, neither this Ordenor any Remedial Ageanent reléed to the
divestiture of the Morphine Suphate Ndtrexone Extended Rdease Product Assés sl
be construedto confer any rights to Pfi zer to restrict the Regpondents from reseaching,
Devdoping, manudctuing, distributing markeing, orselling aProduct that is the
generic equivalent of the Morphine Sulphate Natrexone Extended RdeaseProduds.

B. Respondentsslall:

1. upon requst byPfizer, submit to Pfier, & Respondents’ expense, abgnfidential
Busness hformaion related to the Morphine Sulphate Ndtrexone Extended Rdease
Produds;

2. deliver sub Confidential Businessiformation to Pfizer:

a. in goad faith;
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b. in a timelymanneri.e., as soon as pttcable avoidinganydelay
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information that is requiceby Law orrules of & applicablestock exchargto be
publicly disclosed; and (iin@©0QC0DDO (@)Tp Fi2800MMWEOE YD F2&)Tj0100640r00M0000TTD(1id) &)
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b. the distribution, sale and matkey of the Morphine Sulphate Meexone Exended
ReleasdProducts in the GeogphicTeritory; and,

4. to remedythe lesseningf compdition resulting from the Aquisition as allegd in the
Commssion’s Commint in a timelyand suficient manner

V.
IT IS FURTHER ORDERED tha:

. At anytime afterRespondent Watson signs the Conseneagent in this matter, the
Commission may gppoint amontor (“Interim Monitor”) to assue tha Respondents
expeditiousy complies with all of their obligtions and péorms all of theirresponsibilities
as required by this Order, the Order to Maintain Asseés and the Remedial Agreements

. The Commissiontsall seletthe hterim Monitor, subject to the comdeof Respondent
Watson, which consent shall not be @ws@nablywithheld. f Respondent Watson has not
opposed, in writing, including thereasansfor opposng, the sdection of a proposed Interim
Monitor within ten (10) day afternotice bythe staffof the Commissionot Respondent
Watsan of theidentity of any proposed Interim Monitor, Respondents shell be deemed to
have onsented to the selgon of the proposkinterim Monitor.

. Not later than ten (10) days dter the gopointment of the Interim Monitor, Respondents shall
execute angieanent that, subject to the prigp@oval of theCommssion, confes on the
Interim Monitor dl therightsand powers necessay to permit the Interim Monitor to
monitor Respondents’ complianedth the rele@ant requirements of th©rde in a manne
consistent with the purposes of Bede.

. If an Interim Monitor is appointed, Respondents shall consent to the folldenms and
conditions regarding the powers, duties, authorities, and responsibilities d the Interim
Monitor:

1. The Interim Monitor shell have the power and authority to monitor Respondents
compliancewith the divestiture andsaet maintenamcobligations and fated
requiranents of the Qter, aad shall exercise such pewand authorityand cary out the
duties and rgponsibilties of the hterim Monitor in a mannesonsistent with the
purposes of th®rde and in onsultation withhe Commissin.

2. The hterim Monitor shall act in aduciarycapaity for the baefit of the Commission.
3. The hterim Monitor shall serve until the datécompletion bythe Respondents of the
divestiture of # Divestiture Product Assets and tharisfe and dévery of the réated
Product Manufeturing Tedinologyin a mannethat fully satisfies the iguirements of

this Order ad until the earliest of:
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a. with respetto each D
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7. Respondents shall repado the hterim Monitor in acordane with the rguirements of
the Ordes and a otherwise mvided in anyageanent approve bythe Commis®n.
The hterim Monitor shall evaluatiéne rgports submitd to the hterim Monitor by
Respondent, anchg repots submited bythe Acquier with respetto the perfamance
of Respondents obligations under the Orders or the Remedia Agreement(s). Within
thirty (30) days from the dae the Interim Monitor receives thesereports, the Interim
Monitor shall report in writingo the Commngsion concering peformanceby
Respondents of thar obligationsunder the Orders,
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VI.
IT 1S RURTHER ORDERED thd:

If Respondentshave nat fully compied with the obigationsto assgn, grant, license, divest,
trander, ddiver or otherwise convey the Divestiture Product Assés & required by this
Orde, the Conmmission may gppoint atrugee (“Divestiture Trugee”) to assgn, grant,
license, divet, transferdeliver orotherwise onveythese asets in a mannéhat satisfies
the reuirements of this Orde In the evat that the Comnsision or the Attorneeneal
brings an ation pursuant to § b of the Fedenl Trade Commissin Act, 15 U.S.C. § 45
or anyother statuterdorced bythe Commis®n, Respondents shall consent to the
appointment of a Destiture Trusteén such ation to assign, @nt, license, divest, transf,
deliver orotherwise onveythese asets. Neither th@ppointment of a Destiture Trustee
nor a deision not to appoint a Divestiture Trustaader this Pagraph shl precludethe
Commssion or the Attorneeneal from seekingeivil penalties or ay other rdief
availableto it, including a ourt-appointed vestiture Trusteepursuant to 8 Y of the
Federd TradeCommssion Act, or angther statuterdorced bythe Commis®n, for any
failure by Respondents to complyith this Order.

The Commissionhall seletthe Divestiture Truste subjetto the consent of Respomie
Watson which consent shall not be wsenablywithheld. The Divstiture Trusteshall be
a Person with experiea@nd &pertise in aquisitions and divestituresf Respondent
Watson has not opposed, in writing, includthg resons for opposinghe seletton of any
proposed Divstiture Trusteavithin ten (10) day afternotice bythe staffof the
Commssion to Rspondent Watson of the identalyanyproposed Divstiture Trustee
Respondents shall be deed to haveansented to the selon of the proposkDivestiture
Trustee

Not later than ten (10) days dter the gppointment of a Divestiture Trugee, Respondents
shall execute a trusggeement that, subject to the prigp@roval of theCommesion,
transfes to the Divestiture Tistee Hrights and powrs neessay to permit the Divestiture
Trusteeto effect the divestitureaquired bythis Order.

If a Divestiture Trugee is gopointed by the Conmission or acourt pursuant to this
Paragaph, Responahs shall consent to the followirigrms and @nditions regrdingthe
Divestiture Trugee's powers, duties, authority, and responsihili ties:

1. Subject to the prior appval of the Commission, the Divestiture Trussdall have the
exclusive powerad authorityto assign, @nt, license, divest, tranef, ddiver or
otherwise onveythe assets thatarequirel bythis Order to bassiged, ganted,
licensed, divsted, transfeed, deliverel or othernise convged.

2. The Divestiture Trusteshall have onél) yearaftea the dée the Commissin approve
the trust ageeament desabed heein to acomplish te divestiture, whit shall be
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subject to the priorgproval of theCommssion. f, however, & the end of thene (1)
yearperiod, the vestiture Trustedas submitted a plan of dstéure or the
Commssion believes that the divestitusndoe ahieval within a reaonable time, the
divestiture peod maybe extended bthe Commis®n; provided, however, the
Commission may exterd the divestiture peiod only two (2) times.

. Sulject to any demorstrated legally recognized privilege, the Divestiture Trusee shall
have full and compete access b the pe'sonnd, books, records and facili ties related to
the rdevant asds that areequiral to be assiged, ganta, licensed, diveted, delivere
or otherwse convged bythis Order ad to anyother réevant informéon, as the
Divestiture TrustE..00000 0.00000 0.00000s1it06H66 1BHO00 0.0000 cm 0.00 0.00 0.00 rg BT
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. Respondents shall indemnifye Divestiture Tustee ad hold the Divestiture Truste
hamless gainst any losses, claims, damages, liabilities, or expenses aising out of, or in
connection with, the peformance of the Divestiture Trugee's duties, incuding al
reasonable fes of ounsel and othegxpenses incurdein connetion with the
prepaation for, or deense ofanyclaim, whetheor not resulting in anyliability, except
to theextert that swch losses, claims, damages, liabilities, or expenses resut from gross
nedigence, wilful or wanton ats, or bad fah by the Divestiture Tustee.

. The Divestiture Trusteshall have no obl&tion or authorityo operge or maintain the
relevant assés required to bedivested by this Order; provided, however, that the
Divestiture Truste appointed pguant to this Bagraph mg be the sane Person
appointed as Interim Monitor pursuant to the relevant provisions d the Order to
Maintain Assets in this matter.

. The Divestiture Trusteshall reporin writing to Respondents and to the Commission
evel sixty (60) dgs conceningthe Divestiture Tustee’s #orts to accomplish the
divestiture.

. Respondents magquirethe Divestiture Tustee ad eab of the Divestiture Truste's
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requirement if that Acquirer withholds such agreement unreasanably); and (2) usebest
efforts to obtain a protéiwe orderto protect the @anfidentiality of such infomation during
anyadjudication.

IT IS FURTHER ORDERED tha:
. Any Remedial Ageament shall be deeed incorpaated into this Order

. Any failure by a Respondent to comgy with any term of sich Remedia Agreement shdl
constitute a féure to complywith this Order.

. Respondents shall include inckaRemedibAgreanent reléed to eab of the Divestiture
Producs aspecific reference to this Order, theremedia purposes thereof, and provisions to
reflect the till scope and leadth ofthe Respondents’ obhdjons to the Acquirepursuat
to this Order.

. Respondents shall also include icle&kemedibAgreanent a rpresatation from the
Acquirer that that Aquirer shdl use commerially reasonable #orts to securéhe FDA
approval(s) necessay to manufacture, or to have manufactured by a Third Paty, in
commerdal quantities, edtsuch Divestiture Prodtias applichle, and to havanysuch
manufatureto be independe of Respondents, all as soon @asonhly pradicable.

. Respondents shall not seek, dihg or indiredly, pursuant to anglispute resolution
mechaism incorporate in anyRemedial Ageanent, or in anjageeament reléed to anyof
the Divestiture Products adecision theresut of which would be inconsigent with theterms
of this Orderor the renedial purposes tiheof.

. Respondents shall not modidy ameéd anyof the tems of anyRemedial Ageement
without the prior apmval of the Commission.

IT IS FURTHER ORDERED tha:

. Within five (5)days of the Aqyuisition, Respondents shall subnatthe Commissn a
letter ertifying thedate on whib the Acquisition occued.

. Within thirty (30) days dter the Order Date, and every sixty (60) days thereafter until
Respondents havally complied with the following Paragaphs LA , II.B., Il.C., I.D.,
ILE, ILEL -1LE3 .G, II.J.,,11.LK.1. - 11.LK.4, II.L., IlLA. lll.B., and IV.A., Respondents
shall submit® the Commigsn a veified written report settingorth in detail the manme
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and fom in which theyintend to complyarecomplying, and have omplied with the
Ordes. Respondents shall submit at the same tinopwyaf their eport @ncening
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C. anyother tiang in a Responat including, but not limited to, assignment and ¢heation
or dissolution of subsidries, if such chage might affect complianceobligaions arising out
of this Order

XII.

IT1S FURTHER ORDERED that, for puposes of derminingor secrring compliance
with this Order, ad subject to anlecally remgnized privilege and upon wtten requst and
upon five (5) days rotice to any Respondent madeto its prindpal United Sttes dfices,
regstered ofice of its United States subsidianyr its headqu#ers aldress, that Responue
shall, without restraint or intefence, pemit anyduly authorized re@sentéve of the
Commssion:

A. access,duing business dfice haurs d tha Respondent and in the presence of counsd, to dl
fadliti es and ecess to inspect and coyl books, ledgrs, &counts, orrespondence
memorandand all othereords and dagments in the possession or underdbetrol of
that Respondentlaed to compliancwith this Order, whilh copyng sevices shall be
provided bythat Respondent at thequest of thauthorized re@senttive(s) of the
Commssion and at the expense ofttR@&spondent; and

B. to interview offcers, directos, or emploges ofthat Respondent, who magve ounsel
present, regarding sich mdters.
XHI.
IT IS FURTHER ORDERED that this Order shigterminate on Deembe 13, 2022.
By the Commis®n.
Donald S. Clark
Secreary

SEAL
ISSUED: Decmber 13, 2012
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NON-PUBLIC
APPENDIX A
GENERIC PRODUCTS (GROUP ONE) DIVESTITURE AGREEMENTS

[Redacted From the Public Remrd Version, But Incorporated By Reference]

53



NON-PUBLIC
APPENDIX B
GENERIC PRODUCTS (GROUP TWO) DIVESTITURE AGREEMENTS

[Redacted From the Public Remrd Version, But Incorporated By Reference]
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NON-PUBLIC
APPENDIX C
THE | SRADIPINE DIVEST ITURE AGR EEMENT
AND
THE L OXAPINE DIVEST ITURE AGR EEMENT
AND
RELATED AGREEMENTS

[Redacted From the Public Remrd Version, But Incorporated By Reference]
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NON-PUBLIC
APPENDIX D

THE MORPHINE SULP HATE NALTRE XONE EXTENDED REL EASE PRODUCT
DIVESTIT URE AGREEMENT

AND
RELATED AGREEMENTS

[Redacted From the Public Rerd Version, But Incorporated By Reference]
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