ANALYSIS OF AGREEMENT CONTAINING C ONSENT ORDERS



tablets; (5) metodopramide hydrochloride tablets; (6) exterded releasemormphine sufate
capaules; (7) exterded releasenifedipine tablets; (8) exterded release anphetamine sdts
capsuls; (9) extended teasediltiazem hydrochloridecapsuls (geneic Tiazac) (10) extended
release oxynorphone non-taper raistant tablets; (11) extended ase ¢jpizide tablets; (12)
isradipine capaules; (13) loxapine swccinate capaules; (14) extended release mehylphenidate
hydrochloridetablets; (15) ursadiol tablets; (16) adgodene and benzoyl peroxide topical gel;
(17) dextromethorphan hydrobromide and quinidine sufate capaules; (18) exterded release
morphine sulfat@and naltr&@one combination gesules; (19) extendedleaseoxycodone tenper
resigant tablets; (20) exterded releaserivastigmine film; and (21) varenicline tartrate tablets
(colledively, the “Produts”). Theproposed Consent Agament will remedythe allegd
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the Proposed Acquisition would reduce thenumbe of competitors for generic Duragesic
from five to four and tye the combinedrdity a maket shareof 34%. Myan is the
marke leaderwith 51% and theemainingtwo suppliers combined taslightly more
than a 10%share

Lorazepa, the gnerc of Ativan byValeait Pharmaasticals hterndional, Inc.
(*Valeant”), is used totreat anxiety disorde's. Curently, five firms maket generic
lorazepam — Watson, Actavis, Excellium Pharnoéical, Ltd. (“Excellium”), Mylan, and
RanbaxylLabordories, ltd. (“Ranbay”). The proposed tnasaction would réuce the
number of ompetitors for loraepam from fivao four and esult in a markieshare ér
thecomhned entity of 53%. Mylan and Ranbaxy had 21% and 16% market sheres,
respectively, while Excellium had a1% maket shaere. Theremander of the market is
spit by repackagers of thesecompetitors’ produdt.

Metoclopranide hydrochlorideis the gnerc version of Re¢an, which is used to tag¢
nauseand is marked byAni Pharmaeuticals, hc. h 2011, Watson, Actavis, and
Tevasharel approximately61% of sées. Whik othersuppliers havé).S. Food and
Drug Administration (“FDA”) approvéto market the drugheyhave ben exiting the
market over thelast svera years for avariety of reasans including product liability
issues associatavith the branda product. Acountingfor recent exi, the proposed
transation would reduceéhe number oEompetitivelysignificant suppliers of
metoclopranide hydrochloridefrom thres to two and iye the combinedraity a 34%
marke share.

Extended eleae morphine sulta cgsules ar¢he gneic equivalet of Actavis’s
Kadian, which is used to treacute pa. In addition to owning the Bnded Kadian
product, Actavis dso markets an authorized generic version of Kadian. Watan makets
the onlyother ggnerc Kadian available Thus, absent @maely, the proposedd@nsation
would create amonopolyin genericextended rekese morphinsulfate apsules.

Extended releasenifedipine tablets ae thegeneric version of Adalat CC, which is
markeed byBayer AG, and use to treat hgertension and anga. Curratly, thereare
four suppliers obxtended rekese nifelipine tablets in the United States — Watson,
Actavis, Mylan, and Vé&eant, whosgroduct is sold byfeva Thus, the proposed
transaction would reduce the numbe of suppliers of exterded releasenifedipine tablets
from fourto three ad result in a combinedaty with 31% markeshare.

In addition to reducingurrent competition in the sevebave-identified markés, the

Proposed Acquisition would signifiatly redu@ compétion in the markes for eah of the
following generc produds: (1) extended redse anphetamine salts paules; (2) extended
release diltiazem hgrochloridecapsule (generc Tiazac) (3) extended teaseoxymorphone
non-tamperesistant tablets; (4xtended elease dipizide tablets; (5) isidipine capsulg (6)
loxapine sucinate @apsules; (7)xdended eleae methiphenidate hgirochloridetablets; and (8)
ursodiol tablets. Either Watson or Agscurrently markes eab of these pyducts, and the
other is likelyto enter, sigificantly increasingcompetition and likelgausingpriceredudions
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Extended elease oxyxodone tenper raistant tablets are tlgenerc version of tamper
resigant Oxy



competitors or likelypotential competitors in eaof these mkets, would case anticompéive
ham to U.S. consumers by increasing thelikelihood of higher pog-acquisition prices.

The Consent Agreement

The propose Consent Ageanent efectivelyremetlies the Proposed Aaisition’s
anticompetitive deds in the relevat markets. Pursuant to the Consente&ment, Watson and
Actavis ae requiral to divest either Watson’s or fawvis’s rights and assetslated to eifpteen
of the twenty-one Produts (all but ex¢nded elease morphine sulta and nlrexone
combination capsug isradipine ca



transfe the manudctuing technolog for geneic (1) alapal@e and bezoyl peroxide topical
gel; (2) xtended elease morphine sulfa cgsules; (3) gnerc extended Heaseoxymorphone
non-tamperesistant tablets; (4xtended elesse amphamine salts capside(5) extended
release diltiazem hyrochloridecapsuls (generc Cardizem CD); (6)dntany transdemal
system; (7) exterded releaseglipizide tablets; (8) extended releasemehylphenidate
hydrochloridetablets; (9) ursodiol tablets; (10) taelopramide hgirochloridetablets; (11)
extended release oxycodone tampe residant tablets; (12) exterded releasenifedipine tablets;
(13) exterded releaserivastigmine film; and (14) varenicline tartrate tablets o Pa and mug
supplyPar with extended redse morphinsulphate gasules, extended relse nifelipine
tablets, ursodiol tablets, extended aske ¢jpizide tablets, metoclopnaide hydrochloride
tablets, andxended eleae diltiazem hgrochloridecapsule (generc Cardizem CD). Watson
and Adavis must also transféo Sandozle manuhctuing technolog for geneic (1)
dextromethorphan ladyobromide ad quinidine sulfate gsules; (2) extendedleasebupropion
hydrochloridetablets; (3) tended elease diltiazem hgrochloridecapsuls (generc Tiazac)
and (4)lorazepam tabte and must supplgandoz with ebended elease diltiazem hgrochloride
capsuls (geneic Tiazac)and loraepam tablets durintpe transition period.

The purposef this analgis is b fadlitate public comment on the proposed Consent
Agreament, and it is not ieinded to onstituke an oficial interpretation of the pyposed Ordeor
to modify its terms in any way.



