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Sharpenmg our focus. Leveraging our strengths.

To Our Stockholders

Throughout 2004, the pharmaceutical
industry experienced significant change and
increased competition from both domestic
and international sources. In order to suc-
ceed in this rapidly changing industry, we
evaluated our Company, and made strategic
decisions to sharpen our focus and leverage
our strengths, so we ¢an compete more
effectively in the years to come.

As part of that process, we reaffirmed that
our abilities to formulate controlled-release
and other difficult pharmaceutical products,
and sell and distribute generic products, dif-
ferentiates Andrx from the rest of the industry.
We have decided to focus our financial and
management resources in these areas and
explore additional ways to leverage those
capabilities going forward. This assessment
was one of the primary factors that led to our
decision to exit the brand business.

We commenced the research and devel-
opment (R&D) of brand pharmaceuticals in
1996 as part of a long-term strategy to lever-
age our controlted-release capabilities and
nedge against the earnings volatitity inherent
to the generic pharmaceutical business.
When we commenced selling and marketing
brands in 2001, and our prand operating
losses continually exceeded our expecta-
tions, we discontinued our brand R&D
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efforts in 2003, and acquired the distribution
rights to Pfizer's Cardure® XL, which we
believed could optimize our brand sales
effort and lead to profitable brand operations
in 2005. Against the background of further
brand business losses adversely impacting
the overall performance of our Company, the
delay in approval of Cardura XL made our
decision to divest this business a clear one.
In last year's stockholder letter, we com-
mittad to a successful 2004, with continued
improvement in our manufacturing and
quality operations, additional product
launches and an increased focus on building
our portfolic of generic products. We made
important strides towards achieving these
goals, in part by creating systems to facilitate
our ability to launch new products and
improve the manufacturing reliability and
quality of our current and future products.
in 2004, we established a Project
Management Office, the management and
communication system for product commer-
cialization, to ensure ail aspects of the prod-
uct life cycle are planned from inception to
launch. We also reorganized our manufactur-
ing and quality organizations and initiated a
Quality System Improvement Plan to improve
our aperations and regulatory compliance
throughout the organization. We ceased work
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at our North Carolina manufacturing facility
and instead commenced a $45 million expan-
sion of our Davie, Florida manufacturing facil-
ity, which will be completed in mid-2005. This
decision allowed management to focus on
improving our Florida manutfacturing and
quality operations, and will deliver additional
capacity when necessary. We aiso completed
the implementation of a Company-wide infor-
mation system, marking the end of a8 two-year
commitment to enhance our manufacturing
and financial systems. And last, out certainly
not least, we successfully implemented the
requirements of Section 404 of the Sarbanes-
Oxley Act in our three business units and cor-
porate holding company.

With these internal initiatives underway,
we also recognized 36% growth in net
income, from $48 million in 2003, to $66
million in 2004, even with several charges in
2004 resulting from some of the strategic
decisions we made to improve our long-term
performance. Our decision to curtall the
development of the North Carolina manufac-
turing site resulted in a $14.5 milion charge
to 2004 pre-tax earnings, but permitted us to
forego the very significant capiial cost of
building this facility, which would not have
met our nearterm capacity requirements.
Moreover, our investment in R&D, which

totaled $41 million in 2004, supported,
among other efforts, the filing of 14 ANDAs
with the FDA. We also received 10 final and
two tentative approvals.

In 2005, we will continue to leverage our
expertise in formulating and developing
pharmaceuticals that are difficult to develep
and produce, such as controlled-release
products, and leverage our access to market
share through our distribution business,
Anda. Our business deveiopment efiorts
include the cevelopment of new relation-
ships such as our current one with Takeda, a
leading Japanese pharmaceutical firm, for
the co-development of a combination product
with our extended-release metformin product
and their pioglitazone (Actos®) product.

We will continue to leverage our generic
sales and marketing abilities, and with
access to Anda's market share, cultivate

relationships with domestic and international
partners for cost-compstitive, generic imme-
diate-release products. We believe our
strengths in generic sales and marketing, and
the merket share we provide through Anda,
make us an ideal partner for internationat
generic companies seeking access to U.S.
markets. We will continue to invest in our
business development steff to leverage our
formulation cepabilities.

To broaden the scope of our distribution
business, we have undertaken new initia-
tives, which, along with our base distribution
business, will prepare us for growth in 2005
and beyond.

With an approved ANDA for Biaxin® XL
Filmiab®, approximately 3C ANDAs pending
at the FDA inclucing ANDAs for generic
versions of Concerta® end Toprol XL®, and a
growing line of oral contraceplives, as well as
our proven capabilities in controlled-release
formulation and distribution, and strong
financial resources, Andrx is strategically
positioned for the future.

We are proud of the progress we have
made to date and excited about what is
yet to come. We thank our employees far
their hard work and dedication, and our cus-
tomers and stockholders for their continued
loyalty and support.

AT oA

Angelo C. Malahias

President

Thomas P. Rice
Chief Executive Officer
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As used'in this Form 10-K, “Andrx Corporation,” “Andrx,” “we,” “us,” “our” or the “Company” refer to
Andrx Corporation and all of its subsidiaries taken as a whole. “‘Management” and “board of directors” refer
to our management and board of directors.

This Form 10-K contains trademarks held by third parties and us. Qur trademarks, including licensed
trademarks, contained within this report include: Altoprev®, AndaConnect®, AndaMeds™, AndaNet®,
Anexsia™, Cartia XT®, Diltia XT®, Embrex®, Entex®, Entex® LA, Fortamet®, Metformin XT™, Monopril
HCT®, Taztia XT®, VIPConnect™ and VIPpharm™. Trademarks used in this report belonging to others
include: Accupril® Actos®, Cardizem® CD, Cardura® XL, Claritin-D® 24, Claritin-D® 12, Claritin
RediTabs®, Depakote®, Dilacor XR®, Glucophage®, Glucophage XR®, Glucotrol XL.®, K-Dur®, Lotensin®,
Lotensin HCT®, Mevacor®, Monopril®, Naprelan®, Ortho Cyclen®, Ortho Novum® 1-35, Ortho Novum®
7/7/7, Ortho Tri-Cyclen®, Oruvail®, Paxil®, Pepcid®, Pletal®, Procardia® XL, Prozac®, Prilosec®, Remeron®,
Tiazac®, Toprol-XL®, Trental®, Tylenol®, Ventolin® Vicodin® HP, Vicoprofen® Wellbutrin SR® and
Zyban®,

Our Internet website address is www.andrx.com. Our Annual Report on Form 10-K, Quarterly Reports
on Form 10-Q, Current Reports on Form 8-K and all amendments to those reports are available free of charge
on our website, as soon as reasonably practicable after such material is electronically filed with the
U.S. Securities and Exchange Commission (SEC). Our Internet website and the information contained
therein or connected thereto are not intended to be incorporated into this Annual Report on Form 10-K or any
other SEC filings.

FORWARD-LOOKING STATEMENTS

Forward-looking statements (statements which are not historical facts) in this report are made pursuant
to the safe harbor provisions of the Private Securities Litigation Reform Act of 1995, For this purpose, any
statements contained herein or which are otherwise made by or on behalf of Andrx that are not statements of
historical fact may be deemed to be forward-looking statements. Without limiting the generality of the
foregoing, words such as “‘may,” “will,” “to,” “plan,” “expect,” “believe,” !
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anticipate,” “intend,” “could,”
“would,” “estimate,” or “continue™ or the negative or other variations thereof or comparable terminology are
intended to identify forward-looking statements. Investors are cautioned that all forward-looking statements
involve risk and uncertainties, including but not limited to, our dependence on a relatively small number of
products; licensing revenues; the timing and outcome of patent, antitrust and other litigation and future
product launches; whether we will be awarded any marketing exclusivity period and, if so, the precise dates
thereof; government regulation generally; competition; manufacturing capacities, safety issues, output and
quality processes; our ability to develop and successfully commercialize new products; the loss of revenues
from existing products; development and marketing expenses that may not result in commercially successful
products; our inability to obtain, or the high cost of obtaining, licenses for third party technologies; the
operating losses that will be incurred by our brand business while we are attempting to dispose of such
business; the consolidation or loss of customers; our relationship with our suppliers; the success of our joint
ventures; difficulties in integrating, and potentially significant charges associated with, acquisitions of
technologies, products and businesses; our inability to obtain sufficient supplies and/or active pharmaceuticals
from key suppliers; the impact of sales returns and allowances; product liability claims; rising costs and limited
availability of product liability and other insurance; the loss of key personnel; failure to comply with
environmental laws; and the absence of certainty regarding the receipt of required regulatory approvals or the
timing or terms of such approvals. Actual results may differ materially from those projected in a forward-
looking statement. We are also subject to other risks detailed herein, including those under the heading Item 7
“Management’s Discussion and Analysis of Financial Condition and Results of Operations,” or detailed from
time to time in this Annual Report or in our other SEC filings. Subsequent written and oral forward-looking
statements attributable to us or to persons acting on our behalf are expressly qualified in their entirety by the
cautionary statements set forth in this Annual Report and in our other SEC filings.

Readers are cautioned not to place reliance on these forward-looking statements, which are valid only as
of the date they were made. We undertake no obligation to update or revise any forward-looking statements to
reflect new information or the occurrence of unanticipated events or otherwise.




PART I

Item'l. Business:
Overvie\i
We are a pharmaceutical company that:

. dev'e]ops,;manufacturcs and commercializes generic versions of controlled-release, niche and immedi-
ate-release pharmaceutical products, including oral contraceptives; and

+ distributes pharmaceuticals, primarily génerics, which have been commercialized by others, as well as
our own, primarily to independent pharmacies, pharmacy chains, pharmacy buying groups and
physicians’ offices.

. Qur controlled-release pharmaceutical products use our proprietary controlled-release drug delivery
technologies. Controlled-release pharmaceutical products generally provide more consistent drug levels in the
bloodstream than immediate-release dosage forms and may improve drug efficacy and reduce side effects, by
releasing drug dosages at specific times and in specific locations in the gastrointestinal tract of the body. They
also provide “patient friendly” dosage forms that reduce the number of times a drug must be taken, thus
improving patient compliance. :

We also cémmercialize brand pharmaceuticals that, in some instances, use our proprietary controlled-
release drug delivery technologies. On March 2, 2005, we entered into agreements with First Horizon
Pharmaceutical Corporation for the sale and licensing of certain rights and assets related to our two main
brand products, Altoprev and Fortamet. The closing of the transaction, which is subject to certain customary
conditions -including clearance under the Hart-Scott-Rodino Antitrust Improvements Act, is expected to
occur by May 2005. |

Busliness Strategy -

We are focusing our efforts on our core competencies of formulation development of generic versions of
controlled-release and other pharmaceutical products as well as the sales, marketing and distribution of both
our own and others’ generic pharmaceuticals. We intend to grow through both internal and external efforts,
such as strategic alliances, collaborative agreements and acquisitions. We continue to seek agreements with
third parties that will leverage our formulation capabilities and our controlled-release technologies, including
but not limited to agreements to develop combination and other products.

Research and Development

Our research and development efforts are focused on developing generic products using our proprietary
controlled-release drug delivery technologies, as well as niche and immediate-release products, including oral
contraceptives. We also continue to develop a brand product combining Takeda Chemical Industries, Ltd.’s
Actos (ploglmzone) and our extended-release metformin product. Total research and development expenses
were approximately $40.5 million, $52.2 million and $51.5 million, in 2004, 2003 and 2002, respectively. We
anticipate that research and development expenses will total approximately $49 million during 2005. Our level
of research and development spending will be periodically evaluated during 2005 to take into consideration,
among other things, our level of profitability and cash flows. The expenses associated with generic research
and development are primarily costs relating to personnel, overhead, laboratories for conducting bioe-
quivalence studies and raw materials used in developing our products.

We mcurred sxgmﬁcant levels of research and development expenses for brand products through 2003,
but curtailed our brand product research and development in the latter part of 2003. The expenses associated
with those brand research and development were primarily for costs related to personnel, overhead,
professional services, filing fees and laboratory services, clinical investigators and clinical research organiza-
tions responsible for conducting the clinical trials required to support a product application with the Food and
Drug Administration (FDA) and preparing New Drug Applications (NDAs).
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Strategic Alliances, Collaborative Agreements and Dispositions

We intend to consider and, as appropriate, enter into strategic alliances and collaborative agreements with
other companies to, among other things, license or acquire rights to gencric products or product candidates,
and possibly to acquire complementary businesses. We also intend to divest ourselves of products or businesses
that are no longer a strategic fit to our business strategy.

Generic Pharmaceuticals

Generic pharmaceutical products contain the same active pharmaceutical ingredient as the brand product
they are allowed to be substituted for, and otherwise mimic the physiological characteristics of that brand
product. We have historically focused on developing generic versions of controlled-release, patent-protected
brand pharmaceuticals, using our controlled-release technologies and formulation techniques to develop
products that do not infringe the patents protecting the brand product. Over the past several years, we have
broadened our generic business strategy to include the research and development of immediate-release and
niche pharmaceuticals, including oral contraceptives, and to enter into collaborative agreements with other
companies to, among other things, license or acquire rights to their generic products or product candidates.

In connection with our generic products, we generally conduct studies to establish that our product is
bioequivalent to the brand product, and obtain legal advice that our product does not infringe the patents of
the NDA owner or the innovator, or that such patents are invalid or unenforceable and/or have expired. FDA
approval is required before a generic version of a previously approved brand pharmaceutical product or certain
new dosage forms of an existing product can be marketed. Approval for such products generally is sought
using an Abbreviated New Drug Application (ANDA). In most cases, bioavailability and bioequivalence
studies are required in support of an ANDA. Bioavailability indicates the rate of absorption and levels of
concentration of a drug in the blood stream. Bioequivalence compares the bioavailability of one drug product
with another and, when established, indicates that the rate of absorption and levels of concentration in the
body are substantially equivalent to the previously approved reference listed drug. An ANDA may be
submitted for a drug product on the basis that it is the equivalent of a previously approved pharmaceutical
product or, in the case of a new dosage form, that it is suitable for use for the indications specified without the
need to conduct additional safety or efficacy testing.

As further detailed below, the law provides a complex, time-consuming and litigious process for gaining
approval to market generic versions of brand products that are covered by existing patents (See “‘Regula-
tion — Pharmaceuticals — ANDA Process — Generic Pharmaceuticals’ for a description of this regulatory
process and “Patent Infringement Litigation” for a discussion of the pending litigation involving our ANDA
products).

If the ANDA applicant is the first to successfully file an application for a patent-protected product and
provides the appropriate patent certification notice to the FDA, the NDA holder and the patent holder, the
applicant may be awarded a 180-day period of marketing exclusivity against other companies that subse-
quently file ANDAs for that same product. However, during such period of marketing exclusivity, the brand
company or its licensee, or both, may market the brand product using a generic label, which is commonly
referred to as an authorized generic. Other approved generic products can immediately come to market if this
exclusivity period is not awarded or, if awarded, the marketing exclusivity period has expired. We believe this
180-day period of marketing exclusivity provides an opportunity for the recipient to build market share, to
better defend that market share against competition that will arise when the exclusivity period expires, to
realize greater gross profit, and in some cases, to gain value by relinquishing or transferring its marketing
exclusivity right to others. The ability to secure the benefit of this exclusivity period, and the extent of the
benefit it confers, is dependent upon a variety of factors, some beyond the ANDA applicant’s control,
including whether the brand product will also be marketed as an authorized generic, cither before or during
such exclusivity period; the date in which its ANDA was filed, and consequently, the law pertaining to its
ANDA and its exclusivity period; and the speed and results of litigation involving other ANDA filers (See
“Regulation — Pharmaceuticals — ANDA Process — Generic Pharmaceuticals”).
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As of March 1, 2005, our portfolio of generic pharmaceutical products includes the fol]owmg products;

Andrx Generic Product* ‘ . Compamble Brand Name

Controlled-Release:

Diltiazem HCl ER (Diltia XT) ............... . : -Di]acor XR
Ketoprofen ER(1) ............... e . Oruvail
Diltiazem HCIER (Cartia XT) ......oooviiin .. ~ Cardizem CD
Famotidine(2) ............oooiviiii "Pepcid
Potassium Chloride ... ............................ K-Dur. .
Naproxen Sodium ER ..................... ... P Naprelan
Loratadine/Pseudoephedrine Sulfate(3) .................. Claritin-D 24
Diltiazem HCI ER (Taztia XT) ....... ... ..., Tiazac

Gllpmde Extended -Release(4) ..o, Glucotrol XL
Metformm Hydrochlonde Extended-Release — 500mg .. .... Glucophage XR
Phcnylcphnne Extcndcd -Release/ Guaifenesin (5) ........... Entex LA
Immediate-Release: ;

Metformin Hydrochlor1de(6) ................ e - Glucophage
Fluoxetine{2) . 1 .. 0 .0l Prozac -
Lovastatin Tablets USP(2) ..o Mevacor
Acetaminophcn and Codeine Phosphate .. e Tylenol and Codeine Tablets
ertazapme ...................................... ..... Remeron
Benazepril Hydrochlonde ................................ Lotensin
Benazepril Hydrochloride and Hydrochlorothiazide ......... Lotensin HCT
Hydrocodone Bltartratc and Acetaminophen............... Vicodin HP -
Hydrocodone Bitartraté and Ibuprofen .................... Vicoprofen
Paroxetine Hydrochlorlde(7) ....... e Paxil |
Cilostazol(7) ....,..... ... ... e e e .. Pletal

Other: .

Albuterol Inhalation Aerosol(8) ............ PR Ventolin
Loratadine Orally D15mtegrat1ng(3) ........ P ‘Claritin RediTabs
Norgesnmate and Ethmy] Estradiol (Previfem)(9) ......... Ortho-Cyclen 28
Norgesttmate and Ethmyl Estradiol (Tri-Previfem)(9)...... © Ortho Tri-Cyclen

Launch Date

1997
1999
1999
2001 -
2002
2002
2003
2003
2003
2004
2004

2002
2002
2003

2003
2003
2004
2004
2004
2004
2004
2004

2001
2004
2004 .
2004

* Manuf_actured‘ and marketed by Andrx, unless otherwise indicated. Andrx trade names are reflected in

the parenthetical to the right of the chemical name.
(N Manufactu;réd‘" by Andrx in connection with our ANCIRC joint venture.

(2) Manufacturcd by Carisbad Technology, Inc. in connection with our CARAN joint venture.

(3) Marketed by: Perrigo Company as an over-the counter (OTC) product
4) Manufactured by Pfizer Inc. -

(5) Manufactured by PharmaFab, Inc.

(6) Manufactured by both Andrx and Mova Pharmaceutical Corporation.
(7) Manufactured by Genpharm Inc. or its affiliate, Alphapharm Pty Ltd.
(8) Manufactured by Armstrong Pharmaceuticals, Inc.

%) 'Marketed by cha USA.

Our generic versions of Cardizem CD and, to a lesser extent, Tiazac, Claritin D 24, Claritin RedtTabs
and Glucotrol XL account for a substantial portion of the revenues and profits we presently derive from our
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generic product portfolio. (See “Risk Factors”). Our ANDAs for generic versions of Accupril, Biaxin XL,
Claritin-D 12, Monopril and Monopril HCT have received FDA approval. For various reasons, as of March 1,
2005, we have not commenced the sale of these products.

We continue to work to expand our generic product line. In 2004, we received 10 final product approvals
and two tentative approvals, launched nine generic products, two of which were in-licensed from affiliates of
Genpharm Inc., and submitted 14 ANDAs to the FDA, some of which we believe may have been the first-
filed ANDAs for such product. The FDA issues a “tentative approval” when it has determined that the
ANDA is approvable, but there is a patent or exclusivity period prohibiting it from granting final approval. We
currently have approximately 30 ANDAs pending at the FDA.

For various reasons, we generally do not publicly comment on the identity, or approval, launch or
litigation status of the products that are the subject of our pending ANDAs. Disclosure of the names of our
ANDA products could cause our competitors to also develop such products or to pursue various strategies to
delay or avoid generic competition from our product. Disclosure of the approval or litigation status or the
probable timing of the approval of our pending ANDAs or the launch of our products is inherently uncertain,
and any indications we receive are preliminary and, therefore, subject to change. Actual results sometimes
differ from our expectations and we believe that disclosure of our expectations with respect to the approval,
launch or litigation status of our ANDA filings could create unrealistic expectations among investors.
However, from time to time the identity of some of our pending ANDA products may become publicly known
as a result of, among other things, the initiation of patent infringement litigation against us with respect to the
product or the inclusion of such product on various formularies. Our disclosed ANDAs currently pending
approval at the FDA include our generic versions of Toprol-XL (50mg), for which we believe we will be
entitled to a 180-day period of marketing exclusivity, Toprol-XL (25mg, 100mg and 200mg), Concerta,
Wellbutrin SR, Zyban, and certain oral contraceptive products, including Ortho Novum 1-35 and Ortho
Novum 7/7/7.

Our generic products are generally sold through our internal sales team under the Andrx Pharmaceuti-
cals, Inc. label primarily to warehousing pharmacy chains, wholesalers, large managed care customers and
selected government agencies. While there were no sales to a single customer that represented 10% of Andrx
Corporation’s consolidated net revenues, the top 10 customers in our generic segment represent approximately
70% of the segment’s revenues. Since this distribution network has undergone consolidation, marked by the
growth of a few large retail drug store chains, securing and maintaining customers for generic products is
highly competitive, and significant price erosion often results when competitors attempt to gain market share
from each other. In addition to these customers, we sell our generic products through our distribution
operations directly to independent pharmacies, pharmacy chains, buying groups and physicians’ offices.

Generic Product Pipeline

We are continually evaluating potential generic product candidates. As part of this evaluation process, we
look for brand products that we can formulate as generics and review the pharmaceutical patents associated
with such preducts to determine whether we can challenge those patents as being invalid or not infringed by
the application of our technologies or know how. Though the majority of such products have historically been
controlled-release products, we also develop certain niche and immediate-release pharmaceutical products,
including oral contraceptives.

Collaborative Agreements and Strategic Alliances

We intend to consider and, as appropriate, enter into collaborative agreements and strategic alliances with
other companies to, among other things, license or acquire rights to generic products or product candidates, to
collaborate on the formulation of brand products employing our controlled-release technologies, to acquire
complementary businesses and to achieve other business objectives. We also intend to consider and, as
appropriate, enter into collaborative agreements and strategic alliances with other companies to, among other
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things, manufacture, market or sell our generic products or product candidates. The following are examples of
these typcs of collaboratlvc agrccmcnts

2004

2003

Our MarghQOOﬁ égrecment to market in the United States all four strengths of Genpharm Inc.’s
generic version of Paxil. o

Our June' 2004 agreement with Martec Pharmaceutical, Inc. whereby Martec will supply its generic
version of Procardia XL 90mg tablets to us and we will market the product in the United States. Under
the terms of the arrangement, the part_ies share the net profits, as defined, from product sales.

Our September 2004 agreement with Ranbaxy Pharmaceuticals Inc. in which we transferred to
Ranbaxy the  remaining portion of our 180-day period of market exclusivity for a generic version of
Monopril-HCT in exchange for a share of Ranbaxy’s profits from the sale of this product for a period of
time. '

Our Octobcr 2004 agrcement to market in the Umted States the 50mg and 100mg strengths of
Genpharm’s generic version of Plétal.

Our January 2003 agreement with Perrigo Company. providiﬁg for our manufacture and supply to

. Perrigo of our generic versions of Claritin-D 24, Claritin RediTabs and Claritin-D 12, as store brand

OTC products. This agreement followed the FDA’s determmatlon that the Clantm line of products
should be’ sold as OTC products, and not as prescription pharmaccuncal

Our July 2003 agreemem with Impax Laborateries, Inc, and Teva Pharmaceuticals ‘Curacao, N.V.
pertaining to the respective ANDASs for generic versions of Wellbutrin SR and Zyban. In March 2004
and May;‘2004,‘ we relinquished our rights to the 180-day period of market exclusivity for generic
Wellbutrin.SR 150mg and generic Zyban, respectively, allowing Impax and other companies to gain
FDA approval to market their products. Teva launched Impax’s generic Wellbutrin SR product in the

"first quarter of 2004 and Impax’s generic Zyban product in the second quarter of 2004, and we were

‘entitled to a share of the profits, as defined, derived.from Teva’s sale of such products for a 180-day

period. Our share of profits from sales of generic Wellbutrm SR 150mg ended in September 2004 and
our share of profits from sales of generic Zyban cxplrcd in quember 2004.

Our September 2003 agreement resolving patent infringement, litigation with Pfizer Inc. and Alza
Corporation ~concerning our ANDAs for the 2.5mg, Smg and 10mg strengths of Glucotrol XL.
Pursuant to this agreement, the lawsuits were dismissed and we received the right to either market the

. Glucotrol XL product (including any strength thereof) supplied by Pfizer as an authorized generic

and/or to manufacture and market our ANDA product(s) in exchange for a royalty pursuant to a
sublicense for relevant Alza patents. Though we launched all three strengths of Glucotrol XL, supplied
by Pfizer, in December 2003, we continue to work toward gaining FDA approval to launch our own
versions of this product.

Our October 2003 agreement .where we sold our Massachusetts aerosol manufacturing operation to

Amphastar Pharmaccuticals, Inc., a California-based generic and specialty pharmaceutical company
and agreed, under certain circumstances, to continue to purchase certain minimum gquantities of

albuterol MDI for at least one year, which we renewed for another two years in November 2004.

Our:December 2003 agreement with Teva Pharmaceuticals providing for our formulation, submission
to the FDA and manufacture of certain oral contraceptive products to be marketed in both the United
States and Canada by Teva as part of its larger product line of oral contraceptives.

Our December 2003 agreement to co-develop and manufacture a combination brand product

‘consisting of Takeda Chemical Industries, Ltd.’s Actos (pioglitazone) and our extended-release

» metformin, each of which products is administered once-a-day for the treatment of Type 2 diabetes.
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2002

+ Qur October 2002 agreement in which Genpharm and we relinquished our shared marketing
exclusivity rights to the generic versions of the 10mg and 20mg strengths of Prilosec, and accelerated

+ the ability of KUDCo to receive FDA approval of the sale of its product. Though the amount was
higher in the past, this agreement gives us 6.25% of KUDCo’s net profits, as defined, from the sale of
KUDCo's product, which will continue until approximately February 2006.

Customer Arrangements

Consistent with generic industry practice, we have a return policy that allows customers to return our
products within a specified period both prior and subsequent to the product’s expiration date. If we reduce the
selling price of our product, we may also provide inventory credits, known as shelf-stock adjustments, to our
customers in an amount approximating the decrease in the value of the inventory owned by our customers as
of the date of that price reduction. We also have indirect customer arrangements whereby chain pharmacies
and certain other customers purchase our products at prices negotiated with us, but obtain those products
through wholesalers they independently select, and agreements with certain wholesalers to establish contract
pricing for certain products that the wholesaler will agree to place in their preferential pricing program. Under
either form of arrangement, we will provide the wholesaler or customer with a credit, known as a chargeback,
for an amount equal to the difference between our agreed upon contract price and the price we previously
invoiced to the wholesaler. (See “Critical Accounting Policies and Estimates — Revenue Recognition”). We
have from time to time entered into long-term supply agreements with certain customers related to our generic
products. ‘

Joint Ventures

We have established two unconsolidated joint ventures for the commercialization of generic products,
including:

+ CARAN, which is a 50/50 joint venture with Carlsbad Technologies, Inc. Through this joint venture,
Carlsbad developed and manufactures generic versions of Pepcid, Prozac and Mevacor, which we are
currently selling under the Andrx Pharmaceuticals, Inc. label; and

*» ANCIRC, which is a 50/50 joint venture with Watson Pharmaceuticals, Inc. for the development,
manufacture and sale of certain generic products. We are currently selling one ANCIRC product, a
generic version of Oruvail, for which we share profits equally with Watson. In November 2000, we
became solely responsible for all of the additional costs to develop, manufacture and sell the six
remaining ANCIRC products, and Watson became entitled, under certain conditions, to a royalty on
the net sales we derive from the commercialization of those products, including our generic versions of
Glucotrol XL. Other than Glucotrol XL, we have discontinued our development efforts with respect to
the ANCIRC products.

Pharmaceutical Distribution Operations

Through our distribution business, which consists of our Anda, Anda Pharmaceuticals and Valmed (also
known as VIP) subsidiaries, we distribute predominantly generic pharmaceutical products and certain brand
pharmaceuticals, nutritional products and medical office products. While most of the shelf-keeping units
(SKUs) in our distribution operations are for products commercialized by unrelated entities, we also utilize
these operations for the sale and marketing of our, and our collaborative partners’, generic products. We
believe that our distribution operations are a valuable resource in the national distribution of generic
pharmaceuticals.

Our distribution operations offer next day delivery, competitive pricing, and responsive customer service
for more than 6,000 SKUs, which we believe are the critical elements to competing effectively in this market.
We purchase these products from approximately 180 vendors, no one of whom accounts for more than 10% of

6




our SKUs:-or dollar volume, and market them pnmarlly to independent pharmacies, pharmacy chains,
pharmacy buying groups and physicians’ offices.

We sell and. receive orders for these products through both telemarketing and electronic means. Qur
telemarketing staff-is comprised of approximately 230 persons, as well as sales executives responsible for
national accounts. These telemarketers initiate approximately 80,000 phone calls per week to approximately
17,000 active accounts throughout the United States and Puerto Rico from our South Florida and Grand
Island, New York offices. Our internally developed, proprictary Internet ordering systems, AndaNet,
AndaMeds and VIPpharm, as well as our hand-held Palm-ordering devices, AndaConnect and VIPConnect,
also allow our customers to place their orders electronically. Durning 2004, approximately 15.9% of sales were
generated through our order entry Internet sites, and approximately 9.4% of sales were generated through
AndaConnect and VIPConnect. These amounts were approximately 12.5% and 5.2%, respectively in 2003.

We are seeking to further leverage our distribution operations by dedicating a portion of our telemarket-
ing staff and warehouses to other synergistic business-to-business opportunities. As an example, we are seeking
to provide non-warchousing customers with a “virtual warehouse” service that will allow these customers to
use our warehousing and distribution capabilities to ship and store their products. We believe that this virtual
warehouse will allow us to provide operational benefits to these customers and will result in an expansion of
our relationship with them. :

We prcsently‘di'stribmc products from our facilities in Weston, Florida and Columbus, Ohio. For the year
ended December 31, 2004, approximately half of our distribution sales were shipped from each of these
facilities, though this percentage can vary. Our Ohio distribution center provides us with additional
distribution opportunities for the foreseeable future.

Brand Pha‘rmaceuticals

We currently sell brand products under the Andrx Laboratories, Inc. label. These sales are made
primarily to wholesalers, warehousing pharmacy chains and pharmacy benefit managers (PBMs). Unlike
generic products, which are generally substituted at the pharmacy, brand products need to generate demand
through a sales force dedicated to describing to physicians the pharmaceutical characteristics of the product,
as well as marketing materials. The cost of maintaining a sales force and promoting a brand pharmaceutical
product is substantial.

In our bran_d business, there are a limited number of large customers. These customers may attempt to
modifly the terms by which we have historically done business, such as through the imposition of service fees
and/or additional concessions. During the years ended December 31, 2004, 2003 and 2002, approximately
75%, 69% and 70%, respectively, of our brand product shipments were made to four customers.

As of March: 1, 2005, our principal brand products are Altoprev and Fortamet, two internally developed
extended-release products that we market through approximately 160 primary care sales representatives in
approximately 160 (erritories, Qur brand business also has approximately 90 marketing, regulatory, medical
affairs and related personnel. We anticipate continuing to operate our brand business unit until such time as
we complete its sale or disposition.

On March 2, 2005, we entered into agreements with First Horizon for the sale and licensing of certain
rights and assets related to our Fortamet and Altoprev brand pharmaceutical products. First Horizon has
agreed to pay us $30 million for Fortamet and up to $35 million for Altoprev. The amount that we may receive
from First Horizon related to Altoprev, if any, is contingent upon meeting and maintaining certain supply
requirements, as defined. We will also be entitled to receive royalties on net sales, as defined, of Fortamet and
Altoprev of 8% and 15%, respectively. We will retain our obligation to pay a royalty to Sandoz related to
Fortamet subject to certain minimums and a maximum. We have also entered into a long-term manufacturing
and supply arrangement for Fortamet and Altoprev with First Horizon. The closing of the transaction, which is
subject to certain customary conditions including clearance under the Hart-Scott-Rodino Antitrust Improve-
ments Act, is expected to occur by May 2005. After that closing occurs, we have agreed to provide certain
transitional services to First Horizon for.a period of time. In connection with this divestiture of our brand
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business, we estimate that we will incur personnel related expenses of approximately $8.0 million, including
severance, performance incentives and retention. In addition, we estimate we will incur approximately
$6.5 million in other costs, including $4.0 million in non-cash charges.

We also sell, but do not actively market, the Entex line of cough and cold products. The continued
commercial sale of our Entex product line is subject to uncertainty as a result of the draft compliance policy
guide issued by FDA on October 17, 2003, pertaining to pharmaceutical products that are presently permitted
to be on the market and sold without an approved ANDA or NDA. This draft guidance advises that, once
FDA approves a version of such product, unapproved drug products, such as our Entex product line, may
become subject to FDA enforcement action. Even though the FDA approved an NDA for an OTC product
containing the same active ingredients as our Entex PSE prescription product in June 2004, as of March 1,
2005, we have not received any indication of an enforcement action from the FDA concerning our Entex PSE
product (See Note 9 to Consolidated Financial Statements). The contemplated brand business divestiture
does not include the sale of the Entex product rights, and this product line will continue to be sold as part of
our generic business.

Our Proprietary Controlled-Release Drug Delivery Technologies

Certain of our pharmaceutical products (both generic and brand) utilize our proprietary controlled-
release drug delivery technologies to control the release characteristics of a variety of orally administered
drugs. Controlled-release products are formulations that gradually and predictably release active drug
compounds in the gastrointestinal tract of the body over a 12 to 24-hour period and therefore need be taken
only once or twice daily, as compared to immediate-release products that have to be taken three to four times
per day. Controlled-release products typically provide benefits over immediate-release drugs.

.. We have 15 proprietary drug delivery technologies that have been patented for certain applications or for
which we have filed for patent protection for certain applications. These include:

+ Pelletized Pulsatile Delivery System

+ Single Composition Osmotic Tablet System
« Solubility Modulating Hydrogel System

¢+ Delayed Pulsatile Hydrogel System

+ Stabilized Peliet Delivery. System

» Stabilized Tablet Delivery System
 Granulated Modulating Hydrogel System

* Pelletized Tablet System

. ‘Porous Tablet System

¢ Modified Antihistamine/Decongestant Combination System
+ Pulsatile Hydrogel System

» Directly Compressible Hydrogel System

* Modulating Matrix System

« Pulsatile Enteric Coating System

« Pelletized Delivery System

Patents and Other Intellectual Property Rights

Like others in the pharmaceutical industry, we place considerable importance on obtaining patent and
trademark protection and otherwise preserving the confidentiality of our trade secrets and proprietary know-
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how pertaining to our technologies, products and processes. Our general policy is to file patent applications and
trademarks for our technologies, products and processes that we consider important to our business.

We hold numerous U.S. and foreign patents and expect to continue to file U.S. and foreign patent
applications to pi‘gtéct our intellectual property. As of December 31, 2004, we had 100 patents issued, allowed
or applied for in the U.S. and 135 internationally, and had exclusively licensed additional U.S. and foreign
patents and patent applications from others. Our success depends, in part, on our ability to obtain U.S. patent
protecticn for certain of our products, to preserve our trade secrets and proprietary rights, and to operate
without infringing on the intellectual property rights of third parties or having third parties circumvent our
rights. : ‘

We also seek to protect our trade secrets and proprietary know-how through confidentiality agreements
with our partners, employees and consultants. It is possible that these agreements will be breached or will not
be enforcegble in every instance, and that we will not have adequate remedies for any such breach. It is also

possible that our trade secrets will otherwise become known or independently developed by competitors.

We may find it necessary to initiate litigation to enforce our patent rights, to protect our trade secrets or
know-how or to determine the scope and validity of the proprietary rights of others. Litigation concerning
patents, trademarks, copyrights and proprietary technologies can often be protracted and expensive and, as
with litigation generally, the outcome is inherently uncertain.

Raw Materials

The active chemical raw materials used in the manufacture of our products are generally available from
multiple sources. However, certain raw materials are available from limited sources, and our ANDAs
generally specify a particular single source for the active pharmaceutical ingredient. We have at times
experienced problems as a result of a lack of raw material availability. Such problems result from, among
other things, a supplier’s delay in providing raw materials, the closure of a particular source of raw materials,
the unavatlability of a replacement, and the shipment to us of raw materials that fail to meet our specifications.
In addition, since FDA approval of raw material suppliers or product manufacturers is generally required in
connection with each product, a significant delay in the manufacture or supply of that product could occur if
raw materials or finished products from an approved supplier or manufacturer were to become unavailable.

Manufacturing and Quality

We currently operate manufacturing facilities in Florida totaling approximately 250,000 square feet,
which are. primarily used for the manufacture of controlled-release and immediate-release solid dosage
products, as well as oral contraceptives. An expansion is underway in our Davie, Florida facility to increase our
manufacturing capacity. Though we anticipate that this expansion project will provide us with our required
capacity through 2007, additional expansion at that site is also possible. We are also upgrading our high-
potency manufacturing operations at certain of our other facilities in South Flerida. For certain of our
products, we contract with third parties for the manufacture of the products, some of which are currently
available only from that supplier. '

We believe it is more likely than not that we will sell our 500,000 square foot manufacturing facility in
Morrisville, North Carolina.

We sometimes file our ANDA or NDA based on study results utilizing product batches that are smaller
than-what we anticipate may be required for the commercial launch of that product. Thus, in order to
manufacture these products in sufficient quantities for commercial launch, we are required to “‘scale-up” our
manufacturing process for use on larger equipment, in accordance with FDA regulations.

To meet the market demand for our current and anticipated products, and manufacture our products in
compliance with our regulatory submissions and FDA’s current good manufacturing practices (¢cGMP), we
continue to focus on improving the efficiency and quality of our manufacturing operations. These efforts
include, among others: (1) optimizing our processes, thereby reducing product rejections; (ii) implementing
quality initiatives to ensure compliance with cGMP, including laboratory information management systems;
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(iii) increasing personnel training, accountability, development and expertise; (iv) implementing JD Edwards
Enterprise Resource Planning (ERP) system, an integrated planning and operating system, which we
accomplished in early 2005; (v) evaluating the commercial viability of producing certain products that we
anticipate will generate a relatively small amount of profit compared to the utilization of resources in order to
allow us to optimize our output and maximize our profitability; (vi) transferring production {or portions
thereof) for certain products to equipment capable of handling larger batch sizes or to third parties, including
foreign contract manufacturers; and (vii) renovating our facilities to increase capacity and optimize
production. Until all of our efforts come to fruition, we will continue to incur significant costs related to
inefficiencies and excess capacity at our manufacturing facilities and production related write-offs.

Our pharmaceutical manufacturing operations are required to comply with cGMP. cGMP encompasses
all aspects of the production process, including validation and record keeping, in addition to standards for
facilities, equipment and personnel, and involves changing and evolving standards. Consequently, continuing
compliance with ¢cGMP can be a particularly difficult, extensive and expensive part of pharmaceutical
manufacturing operations. Similar ¢cGMP regulations and other requirements apply to products that we
manufacture for sale in Canada. We are subject to regular inspections by the FDA. Any non-compliance with
c¢GMP or the corrective action plan we proposed to the FDA in response to the two Form FDA-483s issued by
the FDA in 2004 and the FDA Warning Letter we received in August 2000, could have a material adverse
effect on our financial condition and results of operations (See “Risk Factors”).

As a result of all of the foregoing factors, we may at times have difficulty fulfilling all of the market
demand for our products and having pre-launch quantities of our product candidates available when we obtain
FDA approval to market our products (See “Risk Factors”).

Information Systems

We have experienced significant growth in our operations, which has required the expansion, upgrading
and improvement of our administrative, operational, and management systems, controls and resources. To
achieve this objective, in 2002 we began the implementation of an integrated Enterprise Resource Planning
{ERP) suite of operational and financial systems, with the JD Edwards Enterprise One (JDE) software
package. The objective of this initiative was to build an information systems platform to support our current
and future operational needs as our business continues to grow. In early 2005, we successfully completed the
JDE implementation, as the systems portfolio has been deployed across all operating entities. As a result, we
believe we have achieved the following benefits:

+ Automation of certain labor-intensive administrative processes and activities;

» Optimized manufacturing and distribution business processes;

» Enhanced collaboration with electronic trading partners (customers and suppliers);
» Improved materials management usage and movement;

+ Enhanced performance management capabilities through improved accuracy and availability of
information; and

+ Enhanced regulatory compliance.

In 2002, Andrx also began the implementation of the PeopleSoft human resources and payroll system.
PeopleSoft is an enterprise-wide software package intended to enable us to better manage, optimize and
leverage our employees and thereby achieve a higher level of business performance. The payroll software
modules were successfully implemented among our divisions in 2003 and the human resource modules were
completed in 2004.

We will continue to incur costs to support and modify these systems for our expanding or changing
operations. We also intend to enhance the information systems capabilities of our distribution operations and
to invest further in new technology and systems to enhance customer and supplier relationships and internal
capabilities and efficiencies.
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Regulation — Pharmaceuticals
ANDA Process — Generic Pharmaceuticals

In our generic operations, we apply our proprietary technélqu processes and formulations to develop a
product that will reproduce the brand product’s physiological characteristics (i.e., the rate and extent of
absorption into the- bloodstream), but not infringe the patents of the brand owner or other innovator of the
NDA. In connection with this process, we conduct studies to establish that our product is bioequivalent to the
brand product, and obtain legal advice that our product does not infringe the NDA owner's or the innovator’s
patents or that such patents are invalid or unenforceable. FDA approval is required before a generic version of
a previously approved drug or certain new dosage forms of an existing drug can be marketed. Approval for
such preducts generally is sought using an ANDA. In most cases, bioavailability and bioequivalence studies
must be conducted in support of the ANDA and clinical studies are not required. Bioavailability indicates the
rate of absorption and levels of concentration of a drug in the blood stream. Bioequivalence compares the
bioavailability of one drug product with another and, when established, indicates that the rate of absorption
and levels of concentration in the body are substantially equivalent to the previously approved reference listed
drug. An ANDA may be submitted for a drug product on the basis that it is bioequivalent to a previously
approved drug product or, in the case of a new dosage form, that it is suitable for use for the indications
specified without the necd to conduct additional safety or efficacy testing.

The Drug Price Competition and Patent Restoration Act of 1984, known as the Hatch-Waxman
Amendments reqmre that we submit an ANDA to the FDA for each generic product we seek to market. The
ANDA contains a substantial amount of information about the proposed product’s formulation, ingredients,
chemistry and manufacturing controls, stability and the bioavailability and bicequivalence studies conducted
on such product, all of which is reviewed by the FDA’s Office of Generic Drugs (OGD). In additicn, the
ANDA is required to contain the ANDA applicant’s certification concerning each patent that has been listed
for the reference brand product in the Orange Book. If there is no patent listed in the Orange Book, the
ANDA applicant so states by submitting what is referred to as a Paragraph I certification. If the patent listed
in the Orange Book has expired, the ANDA applicant so states by submitting what is referred to as a
Paragraph II certification. If the ANDA applicant intends to wait until the expiration of the patent listed in
the Orange Book before.it intends to market its product, the ANDA applicant so states by submitting what is
referred to as a Paragraph III certification. And, if the ANDA applicant believes that the listed patent is
invalid or unenforceable, or that its product does not infringe such patent(s), the ANDA applicant so states by
submitting what is referred to as a Paragraph'IV certification in its ANDA.

If a Paragraph IV certification is made, the ANDA applicant must also send a notice containing its
factual basis for its Paragraph IV certification to the NDA owner and any patent holder. The NDA owner or
patent holder may then initiate a legal challenge against the ANDA applicant for patent infringement. Before
the December 2003 Amendments to Hatch-Waxman were enacted, if the NDA owsner or patent holder
asserted a patent challenge within 45 days of their receipt of notice of the ANDA applicant’s Paragraph IV
certification, FDA was prevented from approving that ANDA until the earlier of 30 months, the expiration of
the patent, or when ithé infringement case concerning each such patent was favorably decided in an ANDA
applicant’s favor, or such shorter or longer period as may be ordered by a court. This prohibition is generally
referred to as the 30-month stay. In some cases, NDA owners and patent holders obtained additional patents
for their products after an ANDA had been filed, but before that ANDA received final marketing approval,
and then initiated a new patent challenge, whiCh resulted in more than one 30-month stay.

The December 2003 Amendments to Hatch Waxman were intended to eliminate certain unfair
advantages of patent holders in the implementation of Hatch-Waxman. As a result of those amendments, the
NDA owner remains.entitled to an automatic 30-month stay if they initiate a patent infringement lawsuit
within 45°days of their receipt of notice of our Paragraph I'V certification, but only if their patent infringement
lawsuit is directed to patents that were listed in the Orange Book before the ANDA was filed. Where there are
no patents listed in the Orange Book at the time the applicant files its ANDA, there is no automatic 30-month
stay of regulatory approval. If patents are listed in the Orange Book after the ANDA has been filed, the NDA
owner may still sue the ANDA applicant for that patent, but the ANDA will not be subject to an automatic
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stay of regulatory approval. An ANDA applicant is permitted to take legal action to enjoin or prohibit the
listing of certain patents in the Orange Book.

An FDA regulation effective August 2003 further defines the types of patents that may be listed in the
Orange Book and requires increased disclosure requirements for listed patents in an effort to decrease the
number of improperly listed patents, While most of these changes should help prevent improperly listed
patents, the long-term effectiveness of this regulation and the December 2003 amendments is unclear.

If an ANDA applicant is the first to file an ANDA with a Paragraph IV certification and provides
appropriate notice, the NDA holder and all patentees for a particular generic product, the applicant may be
awarded a 180-day period of marketing exclusivity against other companies that subsequently file ANDAs
containing Paragraph IV certifications for that same product. We believe this period of marketing exclusivity
can provide an opportunity for the successful patent challenger to build its market share, to recoup the expense
of patent litigation and to realize greater profit margins, and in some cases, to gain value by relinquishing or
transferring this marketing exclusivity right to others. In addition, once that exclusivity period has lapsed, we
believe that the marketer of the first commercialized product may more effectively defend its market share
position against future competition. However, an ANDA applicant’s ability to secure the bencfit of this
exclusivity period, and the actual benefit it gains from the exclusivity period, depends on a variety of factors,
some beyond the applicant’s control, such as: the timing of FDA approval; whether other ANDA applicants
share that exclusivity; patent litigation related to the product and competitors’ products; raw material
availability; and whether the brand product will also be marketed as a generic (sometimes referred to as an
authorized generic). Court decisions, FDA interpretations, legislative changes and the date of filing of an
ANDA all affect, among other things, how this exclusivity period is to be awarded, how it is affected by other
ANDA applicants, and the benefit, if any, which may be obtained from the 180-day marketing exclusivity
period.

As an example, FDA had previously taken the position that it could award “shared” 180-day marketing
exclusivity if different ANDA applicants were first-to-file Paragraph IV certifications to different patents listed
in the Orange Book for the same product. This interpretation was both accepted and rejected by two separate
United States District Courts. The Federal Circuit Court of Appeals declined to address the issue on appeal.
FDA has announced that it will continue to rely on this interpretation for ANDAS filed before December 8,
2003. For ANDASs submitted after December 8, 2003, the December 2003 Hatch-Waxman Amendments to
Hatch-Waxman prospectively eliminated patent-by-patent shared exclusivity, so that the 180-day marketing
exclusivity period will only be awarded to the first ANDA applicant(s) to assert a Paragraph 1V certification
as to any patent listed in the Orange Book for the product. However, FDA will award shared 180-day
marketing exclusivity to multiple ANDA applicants who all file the first Paragraph IV certification on the
same day.

The December 2003 Amendments to Hatch-Waxman also modify the rules governing when generic
products are eligible for 180-day exclusivity periods and when the 180-day exclusivity period is triggered or
forfeited. Prior to the Amendments, the 180-day marketing exclusivity period was triggered upon the first
commercial marketing of the ANDA or a court decision holding the patent invalid, unenforceable or not
infringed. For ANDAs accepted for filing before March 2000, that court decision had to be final and non-
appealable, for ANDAs accepted for filing after March 2000, any court decision, including a district court
decision, could trigger exclusivity, and in all cases, the court decision trigger did not have to involve the first
ANDA applicant, but could be a court decision by a subsequent ANDA applicant. The Amendments
retroactively apply a final and non-appealable court decision trigger for all ANDAs filed before December 8§,
2003. As for ANDAs filed after December 8, 2003, exclusivity is only triggered upon the first commercial
marketing of the ANDA product. However, that exclusivity may be forfeited under certain circumstances,
including among other things, if the ANDA is not marketed by the first-filer or another ANDA applicant
within a certain timeframe after a final and non-appealable court decision, or if the FDA does not tentatively
approve the first-filer's ANDA within 30 months.

Regulatory approval of an ANDA may also be affected by the grant of a period of “pediatric exclusivity.”
Pediatric exclusivity rewards brand pharmaceutical companies for conducting research in a pediatric
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population ‘thro.ugh‘ the grant of an additional six months of exclusivity, which is attached to any patent or
market exclusivity period protecting its product. Thus, where pediatric exclusivity is requested by a brand
company and granted by FDA, final marketing approval could be delayed by an additional six months.

Certain ANDA procedures for generic controlled-release drugs and other products are presently the
subject of petitions filed by brand name drug manufacturers, which seek changes from FDA in the approval
process for generic drugs. We cannot predict at this time whether FDA will make any changes to the ANDA
procedures as a-result of such petitions, ongoing rulemakings or litigation, or the effect that such changes may
have on us. Any changes in FDA regulations, policies or procedures may make ANDA approvals more
difficult or may otherwise have a significant adverse effect on our business.

Under the Generic Drug Enforcement Act of 1992, the FDA is allowed to impose debarment and other
penalties on individuals and companies that commit certain illegal acts relating to the generic drug approval
process. In some situations, the Generic Drug Enforcement Act requires the FDA to not accept or review
ANDAS for a period of time from a company or an individual that has committed certain violations. It also
provides for temporary denial of approval of applications during the investigation of certain violations that
could lead to debarment and also, in more limited circumstances, provides for the suspension of the marketing
of approved drugs by the affected company. The Generic Drug Enforcement Act also allows for civil penalties
and withdrawal of previously approved applications.

NDA Process — Brand Pharmaceuticals

Approval of a new drug requires the filing and FDA approval of an NDA. The NDA must contain
complete pre-clinical, clinical safety and efficacy data, as well as reference to such data or literature. Before
clinical testing can begin, stringent governmental requirements for pre-clinical evaluation must be satisfied.
Pre-clinical data are typically obtained from studies in animal species, as well as laboratory studies, and are
submitted to FDA in an Investigational New Drug Application (IND). The pre-clinical data must provide an
adequate basis for evaluating both the safety and the scientific rationale for the initiation of clinical trials (i.c.,
trials in humans) and demonstrate that such studies would not expose subjects to an unreasonable or
significant risk of illness or injury.

Cl;mcal trials are typically conducted in three sequential phases, Phase I, Phase II and Phase III,
although the phases may overlap. The process of completing clinical trials for a new drug typically takes
several years and requires the expenditure of substantial resources. Preparing an NDA involves considerable
data collection, verification, analysis and expense. The approval process is affected by a number of factors,
including the risks and benefits of a drug product as demonstrated in clinical trials, the severity of the target
disease or health condition and the availability of alternative treatments. FDA or other health authorities may
deny approval of an NDA if the regulatory criteria are not satisfied, or may require additional testing or
information-before an NDA will be approved. The safety and effectiveness testing necessary to obtain approval
of an NDA is time-consuming and expensive.

The NDAs we submitted for Altoprev, Fortamet and Zalkote (which is currently pending marketing
approval), our internally’ developed brand pharmaceutical products, used a procedure permitted by Sec-
tion 505(b) (2) of the Federal Food, Drug and Cosmetic Act. A Section 505(b)(2) NDA must contain safety
and effectiveness studies, but may rely on published reports or prior FDA determinations that related products
are safe and effective (e.g., approval of a controlled-release version of a previously approved immediate-
release drug product) for ihose studies. Thus, by eliminating the need for certain duplicative testing, the
Section 505(b) (2) NDA process may significantly reduce the time and expense of new drug development.

There are limitations on the use of Section 505(b) (2) NDAs, however. First, patent listing/certification
requirements -and exclusivity awarded to reference or competitor. products may result in the lengthy and
uncertain delay of approvals similar to those described above for ANDAs. Second, the- extent to which
Section 505(b) (2) NDAs: may rely upon prior FDA findings that reference listed drugs are safe and effective
for approved uses.is currently being challenged. For example, Abbott has filed a Citizens Petition asserting
that the Andrx NDA for Zalkote should not be approved on these grounds. There may therefore be limitations
on a Section 505(b)(2) NDA applicant’s ability to innovate without conducting substantial clinical testing.
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NDA products, including Section 505(b)(2) NDAs, may qualify for specific patent and marketing
exclusivity protections against competitive products submitted for approval via the Section 505(b) (2) NDA
or ANDA processes.

Patent Infringement Litigation

Patent litigation can be a part of the business of bringing some generic or brand pharmaceuticals to
market. If such action is filed within the 45-day period prescribed by law, such litigation may, in certain
circumstances, result in a delay in FDA’s ability to approve the marketing of a pharmaceutical product.
Numerous patent infringement actions have been filed against us, and we have been successful in resolving
many of such litigation matters, either through a court decision or through settlement, in a manner that
permits our product to be marketed. Examples of this litigation include former proceedings relating to our
generic versions of Dilacor XR, Cardizem CD, Glucotrol XL, Tiazac, Remeron, Claritin-D 24, Claritin-D 12,
Claritin RediTabs, Monopril and Monopril HCT. We did not prevail in our patent infringement litigation
involving our generic version of Prilosec and are currently unable to market such product. We are continuing
to litigate patent issues pertaining to our generic versions of Naprelan and Toprol-XL, as well as our brand
valproate product (See, “Ongoing Patent Litigation™). Though the patent litigation pertaining to our generic
versions of Wellbutrin SR and Zyban was dismissed, we have not received final FDA marketing approval for
those products.

Patent litigation was also filed against Andrx and Carlsbad, one of our joint venture partners, with respect
to the raw material used in the generic version of Pepcid that Carlsbad developed and that we sell as part of
our CARAN joint venture. This litigation was settled.

We anticipate that additional actions may be filed as we or companies we collaborate with file additional
ANDAs containing Paragraph IV certifications.

The outcome of patent litigation or any litigation is difficult to predict because of the uncertainties
inherent to litigation. Our business could be harmed by the delay in obtaining FDA approval to market our
products as a result of patent litigation (both with respect to patents listed with FDA when the ANDA was
filed and thereafter), the delay in obtaining judicial decisions in such litigation, the expense of litigation
whether or not we are successful, or an adverse outcome of such litigation. Moreover, this litigation or other
events may precipitate additional litigation affecting the marketing of our products.

We often encounter substantial delay in obtaining judicial decisions in ANDA Paragraph IV litigation.
Such delay could cause us to decide to launch a product prior to final resolution of the pending litigation. The
risk involved in doing so can be substantial because the remedies available to the owner of a patent for
infringement include, among other things, damages measured by the profits lost by the patent owner and not
by the profits earned by the infringer. Because of the discount pricing typically involved with generic products,
patented brand products generally realize a higher profit margin than generic products. In the case of a wiliful
infringer, the definition of which is unclear, such damages may be trebled. We believe that this profit
differential can act as a disincentive for the patent holder to settle patent litigation on terms that will allow our
products to be marketed upon the settlement of that litigation. Thus, we have faced, and will continue to be
faced with, the decision of whether, and in what manner, time-frame or other circumstances, we should launch
our product prior to the conclusion of patent litigation, or to discontinue selling our product in the face of new
patent litigation. In making these determinations, we intend to consider and balance what we then believe are
the relevant considerations and factors, including: (i) the risk that our product will be found to infringe the
brand product, the size of the market and the claim for damages that could result from the sale of an infringing
product, and other costs, including inventory; (ii) the potential claim for damages that could result from the
sale of an infringing product against our current capital resources, and our future capital needs; (iii) the risk of
being enjoined from making such sales and thereby losing our exclusivity rights for such product; (iv) the
possibility that launching the product may increase the incentive for the owner of the patented brand product
to settle the pending litigation on a basis that would allow us to continue to market our product without further
legal risk; and (v) the lost opportunity cost if we do not have available launch quantities of our product when
the patent litigation is ultimately resolved, particularly in instances where that court decision starts the
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180-day period of marketing exclusivity for us, and additional competition: awaits the expiration of that period
of marketing exclusivity.

Ongomg Patent Infnngement Litigation
!

Fo]lowmg submlsswn of a Paragraph 1V certification that our ANDA product candxdate does not infringe
the valid patent rights of the referenced brand product, we would anticipate that patent infringement litigation
will be ¢commenced against us. Generally, unless we commence selling such ANDA product before the related
]mgatlon has been concluded, we would not incur any substantial damages in connection with this type of
litigation. ' :

Naj)roxe‘r't'bdeiurh (Naprelan)

" In Mareh 2002, the U.S. District Court for the Southern District of Florida i{ssued an order that Elan
Corporanon Plc’s patent was invalid, and in September 2002, we commenced selling naproxen sodium, our
generic version of Naprelan. In March 2003, the District Court issued an order denying, among other things,
(i) Elan’s-motion for reconsideration of the March 2002 order invalidating its patent, and (ii) our motion
asking the. District Court for a ruling on our non-infringement defenses. Both parties appealed that March
2003 decision.: Of-May S, 2004, the Federal Circuit Court of Appeals reversed the District Court's
determination that the Elan patent was invalid, and remanded the case back to the District Court for a
determination as to,whether our product infringes the Elan patent. On August 31, 2004, the District Court
entered an order. indicating that it will delay issuing findings of fact and conclusions in this matter until the
Federal Circuit. Court of Appeals has issued its decision (in 2 non-related case) on how a court should address
issues of cla1m construction. We are continuing to sell our generic version of Naprelan. However, in January
2005, Elan both. sought a status conference with the District Court.to amend that order and filed a new
complaint in.the U.S. District Court for the Southern District of Florida seeking willful damages as a result of
our saleof_ our generic version of Naprelan. Though we are not in a:position to determine the ultimate
outcome of this matter, an adverse determination could have a material adverse effect on our business and our
consolidated financial statements.

Metopralol Succznate ( Toprol-XL)

In 2003 and 2004 we filed ANDASs seekmg FDA approval to market metoprolol succinate extended-
release tabléts in the 25mg, 50mg, 100mg and 200mg strengths, respectively, our generic versions of Toprol-
X1.. AstraZeneca AB, Aktiebolaget Hassle and AstraZeneca LP sued us for patent infringement in the
U.S. District Court for the District of Delaware in February 2004 on the 50mg strength, in July 2004 on the
25mg strength, and in December 2004 on the 100mg and 200mg strengths. On August 9, 2004, the
Multidistrict Litigation Panel consolidated and sent to the U.S. District Court for the Eastern District of
Missouri the three: pending metoprolol succinate patent infringement cases brought by Astra against Andrx
and two other generic drug companies for ‘pretrial dlscovery purposes The trial of this matter has been
tentatively scheduled to begm in August 2005.

Sodium Valproate

We filed an ANDA seeking FDA approval to market a generic version of Depakote, and in March 2000,
Abbott Laboratories sued us in the U.S. District Court for the Southern District of Florida for patent
infringement. The FDA refused to accept our ANDA and as a result, we filed a 505(b)(2) application to
market a sodium’ valproate product that is bioequivalent to Depakote. In May 2003, Abbott filed a new
infringement ‘complaint against us in the same U.S. District Court in connection with our new application.
Both cases were consolidated and the original ANDA lawsuit was subsequently dismissed without prejudice.
The' trial of this matter has been tentatively scheduled to begin in July 2005.
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Paroxetine Hydrochloride (Paxil)

We filed an ANDA seeking FDA approval to market paroxetine hydrochloride 40mg, our generic version
of Paxil 40mg, and in June 2001, SmithKline Beecham Corporation and Beecham Group plc (SmithKline)
sued us, and our raw material supplier, in the U.S. District Court for the Eastern District of Pennsylvania for
patent infringement, We later amended our ANDA to add the 10mg, 20mg and 30mg strengths of paroxetine
hydrochloride and in November 2003, SmithKline filed a new infringement complaint against us in the
U.S. District Court for the Eastern District of Pennsylvania in connection with those lower strengths. These
cases and several other cases related to other companies’ ANDAs for generic versions of Paxil were
consolidated for pre-trial discovery purposes only. In April 2004, the U.S. Court of Appeals for the Federal
Circuit invalidated SmithKline’s hemihydrate patent in a case not directly involving us. Thereafter,
SmithKline voluntarily dismissed its claims against us relating to all but the hemihydrate patent. With respect
to the hemihydrate patent, the United States District Court for the Eastern District of Pennsylvania entered
an Order on July 2, 2004 staying (i.e., placing on hold) all discovery and pre-trial proceedings against us
pending the outcome of SmithKline’s appeal of the Federal Circuit decision. If that decision is not overturned,
SmithKline has agreed to dismiss its remaining claims against us. In September 2004, we withdrew our
ANDAs for Paxil, which will likely lead to the dismissal of this action as being moot.

Omeprazole (Prilosec)

In 1998, we filed an ANDA sceking approval from the FDA to market omeprazole, our generic version of
Prilosec. In May 1998, AstraZeneca pic filed suit under the provisions of the Hatch-Waxman Act alleging
patent infringement. The matter was tried in the U.S. District Court for the Southern District of New York
along with the consolidated claims of three other ANDA applicants. In October 2002, the District Court
entered an order and an opinion finding that Astra’s ‘305 and ‘230 patents are valid and that the generic
versions of Prilosec developed by us infringe those patents. On December 11, 2003, the Federal Circuit Court
of Appeals affirmed the lower court’s opinion that Astra’s patents are valid and infringed by our product. Astra
advised the District Court that it believes it may be entitled to damages as a result of our decision to build an
inventory of our product prior to the District Court’s determination, but has not sought to enforce such claims.
On May 19, 2004, the District Court ruled that our product does not infringe any valid claims of the ‘281
patent, and that Astra’s ‘505 and ‘230 patents are not unenforceable against our product. Both Astra and we
have appealed this determination. The District Court has not issued an opinion on Astra’s claims for willful
infringement of the ‘505 and ‘230 patents or on Astra’s request for attorneys’ fees. Though we believe that
Astra is unlikely to prevail in its request for damages or attorneys’ fees and that Astra has not been damaged as
a result of our decision to build inventory prior to the District Court’s determination, if Astra were to prevail in
these claims, it could have a material adverse effect on our business and consolidated financial statements.

The following patent infringement matters were resolved in 2004:

Bupropion Hydvochloride (Wellbutrin SR/Zyban)

In June 1999, we filed ANDAs seeking FDA approval to market bupropion hydrochloride, our generic
versions of Wellbutrin SR/ Zyban. In September 1999, Glaxo SmithKline (Glaxo) filed suit against us in the
U.S. District Court for the Southern District of Florida, claiming patent infringement. In May 2004, after
settling this matter without payment from us, Glaxo dismissed its lawsuit against us.

Fosinopril Sodium and Fosinopril HCTZ (Monopril and Monopril HCT)

In February 2003, we filed ANDAs seeking FDA approval to market fosinopril sodium tablets, our
generic version of Monopril, and fosinopril sodium hydrochlorothiazide tablets, our generic version of
Monopril HCT. On April 10, 2003, Bristol-Myers Squibb Company and E.R. Squibb and Sons, LLC filed
identical suits against us in the U.S. District Court for the Southern District of New York and Florida for
alleged patent infringement. The New York action was transferred to Florida and on April 16, 2004,
dismissed. On June 4, 2004, after a trial on the merits, the U.S District Court for the Southern District of
Florida issued a final judgment of non-infringement in our favor. Bristol-Myers did not appeal the judgment.
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Seasohality

There are no significant seasonal aspects to our business, except that shipments of pharmaceutical
products indicated for cold and flu symptoms are typically higher during the fourth quarter as customers

supplement inventories'in- anticipation of the cold and flu season.

Personnel

As of Dece'm:ber 31, 2004, Andrx had approximately 2,100 employees. The following chart generally

reflects the-areas'in which such personnel are engaged:-

‘ ‘ Distribution ~ Generic  Brand Corporate Total

Sales & Marketing . .. .. e e 242 6 35 — 604
Research and Development ................ — 151 9 — 160
Manufacturing* . ........... e — 349 — — 349
Quality and Regulatory Affairs* ............ - %2 3 — 255
ADMInIStration. . .. ..............o. i 168 69 15 145 397
Warehouse/S'hipping,/Maintenancc* ........ - 206 129 e = 335
616 956 383 145 2100

* Though certain.of these personnel perform work on both generic and brand products, all such personnel are

included in the generic segment.
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RISK FACTORS

You should carefully consider the following factors and other information contained and incorporated by
reference in this Form 10-K. Any of these risks could adversely affect our resulls of operations, financial
condition and cash flows. Any of these events could also cause the market price of our common stock to
decline.

Risks Relating to Andrx

As we are dependent on a small number of products, a loss of revenues from certain products prior to the
introduction of significant new products could adversely affect our results of operations, financial
condition and cash flows.

Currently, our overall level of profitability depends in large part on a relatively small number of products.
If the revenues and profitability we derive from these products, and particularly our generic version of
Cardizem CD, and to a lesser extent our generic versions of Tiazac, our Claritin Products (D 24 and
RediTabs), and Glucotrol XL (which we currently purchase from Pfizer), were to be significantly reduced
prior to the introduction of significant new products, it would adversely affect our results of operations,
financial condition and cash flows. Such reductions could result from many factors, including, among other
things, price reductions and/or reduced market share as a result of competition, cGMP, manufacturing or
regulatory issues, and/or the unavailability of raw materials or finished product. Potential new competition for
our generic versions of Cardizem CD and Tiazac products could arise at any time.

The pharmaceutical industry is highly competitive, and is affected by new technologies, financing and
numerous other factors.

Our competitors vary with respect to each of our operations, and many of our competitors have greater
financial, research and development, marketing and other resources than we do. We expect to be subject to
competition from numerous other entities that currently operate or intend to operate in the pharmaceutical
industry. We also face competition for the acquisition or licensing of new product opportunities from other
companies.

Our sales efforts for generic products compete with domestic and international companies and with
generic divisions of large brand pharmaceutical companies that may offer a wider variety of generic products
to their customers. Some of these companies currently engage in the development of controlled-release
products. Even more develop immediate-release products. Some of these companies manufacture their
products in other countries, such as India and China, where raw materials are obtained and finished product
can be manufactured at a significantly lower cost. The unit price of a generic product will generally decline as
the number of generic competitors increases or the existing competitors seek to expand their market share.
The timing and extent of these price decreases is unpredictable and can result in significantly reduced
profitability for a generic product. The profitability of our generic products may also be affected by the market
withdrawal of the corresponding brand product, competition with that brand product, the promotion of an
alternative to that brand product (including a follow-on or OTC version of that product), the marketing of an
authorized generic, and by the significant reduction in the amount of large customers for generic products.

In our pharmaceutical distribution business, we compete with a number of large wholesalers and other
distributors of pharmaceuticals, including McKesson Corporation, AmerisourceBergen Corporation and
Cardinal Health, Inc., which market both brand and generic pharmaceutical products to their customers. We
believe that increased competition, the growing role of Managed Care Organizations (MCOs), the formation
of buying groups and competition between manufacturers could result in increased price erosion and
competition for market share.

In the sales efforts for our brand products, we compete with large domestic and international brand
pharmaceutical companies with significantly larger and more experienced sales forces and significantly greater
financial resources to support their products. As these pharmaceutical companies compete aggressively to have
their products included in formularies, our lack of a broad range of brand products places us at a competitive
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disadvantage when competing for inclusion on some MCO formularies. Our brand sales may also be affected
by our announced agreement to divest this segment of our business, the introduction of new brand products in
the same therapeutic class and by the advent of generic competition for our products.

If we ave unable to successfully develop and commercialize new products, our operating results will

suffer.

Our future results of operations will depend to a significant extent upon our ability to successfully develop
and commercialize new generic products in a timely manner. We can encounter numerous dlfﬁculncs in our
efforts to develop and commercialize our new products, including:

+ remaining at all times in compliance with regulatory standards and the specifications set forth in our
ANDAs;

« scaling-up production to commercial levels in a timely manner;

¢ securing, on a timely basis and on commercially reasonable terms, all of the raw materials required for
“the manufacture of our products;

+ receiving requisite regulatory approvals to commercialize our preducts in & timely manner;
» avoiding the commercialization delays which may result under the regulatory process; and

. suécessfully defending legal actions (including Citizens Petitions) brought by our direct competitors or
others who seek to prevent or delay the commercialization of our products.

These and other difficulties may delay, prevent or stop the marketing of our products, and products being
devclopcd or manufactured in collaboration with others. We cannot guarantee that any investment we make in
developing products will be recouped, even if we are successful in commercializing those products.

Litigation claiming that our products infringe the proprietary rights of third parties, and other litigation,
may delay or prevent us from manufacturing and commercializing our products or result in substantial
damages.

The manufacture, use and sale of pharmaceutical products, and their ingredients, have been the subject
of substantial litigation in the pharmaceutical industry, particularly in the context of Paragraph IV litigation
involving the ANDAs and NDAs filed with the FDA. These lawsuits can, and have, delayed or prevented the
markenlng‘of some of our products. We anticipate that additional actions may be commenced against our
products in the future.

Litigation is generally costly and time-consuming, and can divert the attention of our management and
technical personnel. The timing and outcome of litigation is difficult to predict and inherently uncertain. If our
products, or their ingredients, infringe on the rights of others, we could lose our right to develop or
manufacturé products, be required to license proprietary rights from third parties or be required to pay
monetary damages, in the form of lost profits, a reasonable royalty or a combination of the two. Such damages
could even apply if we did not begin to sell that product until after the relevant patent expired. Although the
parties to patent and intellectual property disputes i in the pharmaceutical industry have often settled their
disputes through licensing or similar arrangements, the costs associated with these arrangements may be
substantial and could include ongoing royalties. Furthermore, we cannot be certain that the necessary licenses
would be available to us on terms we believe to be acceptable. As a result, an adverse determination in a
Judmal or administrative proceeding or failure to obtain necessary licenses could prevent us from manufactur-
ing and selling our products which could harm our business, financial condition, results of operations and cash
flows.

We often encounter delays in obtaining judicial decisions in connection with patent litigation, and may
not be able to obtain a final or even a preliminary judicial decision as to whether our products, or the material
incorporated thercin, infringe the intellectual property rights of others at the time FDA approves the
marketing of our product, and we are otherwise able to do so. If we were to wait for a preliminary or final
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judicial decision, we face the risk that, during the interim, additional competition may arise, the brand product
may be offered as an authorized generic or an OTC product, other brand products may be introduced and
promoted to prescribers instead of, or in addition to, the brand, additional exclusivities may be awarded to the
brand product, additional patents that cover the brand product may issue or be listed in the Orange Book, the
labeling of the brand product may change or other matters could occur that lessen the economic opportunity

for our product.

We could invest a significant amount of time and expense in the development of our generic products
only to be subject to significant additional delay and changes in the economic prospects for our products.
Accordingly, we may be faced with the decision whether we should commercialize our products prior to final
resolution of our pending litigation. The risk involved in marketing these products can be substantial because
the remedies available to the owner of a patent for infringement could include, among other things, damages
measured by the profits lost by the patent owner as opposed to the profits earned by the infringer. Because of
the discount pricing typically involved with generic products, brand products generally realize a significantly
higher profit margin than generic products. In the case of a willful infringer, the definition of which is unclear,
these damages may even be trebled. This profit differential can act as a disincentive to the patent holder to
settle patent litigation on terms that could allow our products to be marketed upon the settiement of such
litigation. Thus, in order to reap the economic benefits of some of our products, we may decide to risk an
amount, which exceeds the profit we anticipate making on our product, or even the selling price for such
product.

In addition to the risks associated with patent litigation described above, we are also involved in the other
litigation matters more particularly described in Item 3 “Litigation.” An adverse judgment in any of our
pending or future litigation matters could adversely affect our results of operations, financial condition and
cash flows. Our failure to prevail in any of the litigation matters reflected in Item 3 “Litigation,” as well as
Item 1 — “Patent Infringement Litigation” could result in material damages or adversely affect our results of
operations, financial condition and cash flows.

Our business could suffer as a result of manufacturing issues.

The continued increase in the amount of products we market and those pending approval at the FDA
requires us to continue to expand our manufacturing capabilities, including making changes to our manufac-
turing facilities in Florida. An expansion is underway in our Davie, Florida facility to significantly increase our
cGMP manufacturing capacity. The timely completion of these efforts is necessary for us to maintain
sufficient manufacturing capacity for the anticipated quantities of the products we expect to market in the
future. We are also upgrading our high-potency manufacturing operations at certain of our other facilities in
South Florida.

Our manufacturing and other processes utilize sophisticated equipment, which sometimes requires a
significant amount of time to obtain and install. Although we endeavor to properly maintain our equipment
and spare parts on hand, our business could suffer if certain manufacturing or other equipment, or a portion or
all of our facilities were to become inoperable for a peried of time. This could occur for various reasons,
including catastrophic events such as hurricane or explosion, unexpected equipment failures or delays in
obtaining components or replacements thereof, as well as construction delays or defects and other events, both
within and outside of our control.

The manufacture of certain of our generic products and product candidates, such as our controlled-
release products and generic Concerta and oral contraceptives, is more difficult than the manufacture of
immediate-release products. Successful manufacturing of these types of products requires precise manufactur-
ing process controls, raw materials that conform to very tight tolerances for specific characteristics and
equipment that operates consistently within narrow performance ranges. Manufacturing complexity, testing
requirements, and safety and security processes combine to increase the overall difficulty of manufacturing
these products and resolving manufacturing problems that we may encounter.
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Qur results of oocrations, financial condition and cash flows could be adversely affected if we are unable
to timely complete our construction, conversion and upgrading projects, or adequately equip our facilities in a
timely manner, or we are otherwise unable to manufacture any of our significant products.

In addition, we sometimes file an ANDA or NDA based on study results utilizing product batches that
are smaller than what we anticipate may be required for the commercial launch of that product. Thus, in order
to manufacture these products for commercial launch, we must “scale-up” ‘our manufacturing process for use
on ]arger equlpment in accordance with FDA regulations. Qur results of operations, financial condition and
cash flows cpuld be adversely affected if we are unable to successfully scale-up any of our sngmﬁcant products
or if successfu] scale -up of any such product is delayed.

If we are unable to obtain sufficient supplies of raw materials from key suppliers that in some cases may
be the only source of those supplies, our ability to manufacture and market our products may be
impaived.

Some of the raw materials used in the manufacture of our generic and brand products are available from
limited sources and, in some cases, a single source. Any curtailment in the availability of these raw materials
could be accompamed by production or other delays and, in the case of products for which only one raw
material supplier exists or has been approved by the FDA, could result in a material loss of sales, with
consequential adverse effects on our results of operations, financial condition and cash flows. In addition,
because raw material sources for pliarmaceutical products must generally be identified and approved by
regulatory authorities, changes in raw material suppliers may result in production delays, higher raw material
costs and loss of sales-and customers. We also obtain a portion of our raw materials from foreign suppliers, and
our arrangements with thése suppliers are subject to, among other risks, FDA approval, governmental
clearances, natural disasters, export duties, political mstabmty, currency fluctuations and restrictions on the
transfer of funds abroad

We have at tlmes experienced problems as a result of a lack of availability of raw materials. These
problems  result frém the supplier’s delay in providing these materials, delays in getting these materials
through customs, ;he closure of a particular materials source and the unavailability of a comparable
replacement, and-‘defects in the materials received by us. We have at times also experienced problems as a
result ‘of our acquisition cost of raw materials becoming too close to, or even more than, the price at which
finished pharmaceutical product may be obtained in the marketplace. While we have improved our efforts to
actively identify alternative and redundant sources of raw materials and negotiated lower prices for current raw
materials, any inability to obtain raw materials on a timely and cost effective basis could adversely affect our
results of operations, financial condition and cash flows.

From time to time, we purchase raw materials and make commercial quantities of our product candidates
prior to the date that we receive FDA final marketing approval or satisfactory resolution of the patent
infringement litigation, if any. Purchase of raw materials and production of pre-launch inventories involves the
risks that such product may not be approved for marketing by the FDA on a timely basis or ever, that such
approval may require additional or different testing and/or specifications than what was performed in the
manufacture of such.pre-launch inventory and that we may be liable for patent infringement damages. If any
of these risks were to occur or the launch of such products is significantly postponed, we may be required to
reassess the net realizable value of the related raw materials or inventory and could, in such case, incur a
charge, which may be significant, to write down the value of such materials or inventory.

There are inherent uncertainties involved in the estimates, judgments and assumptions used in the
preparation of our financial statements, and any changes in those estimates, judgments and assumptions
could have a material adverse effect on our financial position and results of operations.

The consolidated and condensed consolidated financial statements that we file with the SEC are prepared
in accordance with "U.S. generally accepted accounting principles (GAAP). The preparation of financial
statements in accordance with GAAP involves making estimates, judgments and assumptions that affect
reported amounts, of assets, liabilities, revenues and expenses, and the related disclosure of contingent assets
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and liabilities. The most significant estimates we are required to make under GAAP include, but are not
limited to, those related to revenue recognition and sales returns and allowances, allowance for doubtful
accounts receivable, inventories and cost of goods sold, useful life or impairment of goodwill and other long-
lived assets, litigation settlements and related accruals, income taxes, and self insurance programs. In
instances where we have entered into collaborative agreements for the sale of certain generic products, the net
revenues that we have reported are subject to numerous estimates by these other parties, such as returns and
other sales allowances and certain related expenses, We periedically evaluate estimates used in the preparation
of the consolidated financial statements for reasonableness, including estimates provided by those with whom
we have entered into collaborative agreements. Appropriate adjustments to the estimates will be prospectively
made, as necessary, based on such periodic evaluations. We base our estimates on, among other things,
currently available information, our historical experience and on various assumptions, which together form the
basis of making judgments about the carrying values of assets and liabilities that are not readily apparent from
other sources. Although we believe that these assumptions are reasonable under the circumstances, estimates
would differ if different assumptions were utilized and these estimates may prove in the future to have been
inaccurate.

Allowances against sales for estimated discounts, rebates, returns, chargebacks, shelf stock adjustments
and other sales allowances are established by us concurrently with the recognition of revenue.

Our most significant sales allowances vary depending upon the business segment. In our distribution
business, our most significant sales allowances are for estimated returns, discounts and rebates. Sales returns
and allowances for estimated discounts and rebates have historically have been predictable and less subjective.
In our generic business, our most significant sales allowances are for estimated discounts, customer and
Medicaid rebates, returns, chargebacks and shelf stock adjustments. The estimates for returns, chargebacks
and shelf stock adjustments are more subjective and, consequently, may be more variable. In our brand
business, our most significant sales allowances are for estimated discounts, returns and Medicaid and managed
care rebates. The estimates for returns are more subjective and, therefore, may be more variable.

These allowances are established based upon consideration of a variety of factors, including, but not
limited to, prescription data, inventory reports and other information received from our customers and other
third parties, our customers’ right of return, historical information by product, the number and timing of
competitive products approved for sale, both historically and as projected, the estimated size of the market for
our products, current and projected economic conditions, anticipated future product pricing, future levels of
prescriptions for our products and other analyses that we perform. We believe that the sales allowance accruals
are reasonably determinable and are based on the information available at that time to arrive at our best
estimate of the accruals. The key assumptions used to arrive at our best estimate of the accruals for sales
allowances are our estimate of inventory levels in the distribution channel, our estimates of future price
changes and potential returns. Our estimates of prescription data, inventory at customers and in the
distribution channel are subject to inherent limitations of estimates that rely on third party data, as certain
third party information may itself rely on estimates, and reflect other limitations. Actual product returns,
chargebacks, shelf stock adjustments and other sales allowances incurred are dependent upon future events.
We periodically monitor the factors that influence sales returns and allowances and make adjustments to these
provisions when we believe that actual product returns, chargebacks, shelf stock adjustments and other sales
allowances may differ from previously established allowances. If conditions in future periods change, revisions
to previous estimates may be required, potentially in significant amounts. Changes in the level of provisions for
estimated product returns, chargebacks, shelf stock adjustments and other sales allowances will affect
revenues.

If we are unable to adequately protect our technology, our business could suffer.

Our success with the products that we develop will depend, in part, on our ability to obtain patent
protection for these products. We currently have a number of U.S. and foreign patents issued and pending. We
cannot be sure that we will receive patents for any of our patent applications. Furthermore, the issuance of a
patent is not conclusive as to its validity or as to the enforceable scope of the claims of the patent. Accordingly,
our patents may not prevent other companies from developing similar or functionally equivalent products or
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from successfully challenging the validity of our patents. 1f our patent applications are not approved or, even if
approved, such patents are circumvented or not upheld in a court of law, our ability to competitively exploit
our patented products and technologies may be significantly reduced. Also, such patents may or may not
provide competitive advantages for their respective products or they may be challenged or circumvented by
competitors, in which: case our ability to commercially exploit these products may be diminished. From time
to time, we may need to obtain licenses to patents and other proprietary rights held by third parties to develop,
manufacture and ‘market our products. If we are unable to timely obtain these licenses on commercially
reasonable. terms, our ability to commercially exploit such products may be inhibited or prevented.

‘We also rely on-trade secrets and proprietary know-how that we seek to protect, in part, through
confidentiality agreements with our partners, customers, employees and consultants. It is possible that one or
more of these agreements will be breached or that they will not be fully enforceable in every instance, and that
we will not have adequate remedies for any such breach. It is also possible that our trade secrets will become
known or independently developed by our competitors. : .
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If we are unable to adequately protect our technology, our results of operations, financial condition and
cash flows could be adversely affected.

We may need to rely on licenses to proprietary technologies, which may be difficult or expenszve to
obtain.

We may need to obtain licenses to patents and other proprietary rights held by third parties to develop,
manufacture and market products. If we are unable to obtain these licenses or unable to obtain these licenses
on commercially reasonable terms in a timely manner, our ability to commercially exploit one or more of our
products may be inhibited or prevented.

We may have to pay additional tax as a result of audits by the Internal Revenue Service.

Our federal income tax returns for the years 1999 to 2003 are currently under audit by the Internal
Revenue Service. Despite our belief that our tax return positions are correct and supportable, our policy is to
establish accruals for tax contingencies that may result from examinations by tax authorities. While it is
difficult to predict the final outcome of any particular tax matter, we believe that our tax accruals provide an
adequate allowance for such contingencies. The tax accruals are analyzed periodically and adjustments are
made, as events occur to warrant such adjustment. Our effective tax rate and/or cash flows may be materially
impacted by the ultimate resclution of our tax positions.

Our operations could be disrupted if our information systems fail or if we are unsuccessful in
implementing necessary upgrades.

Our business depends on the efficient and uninterrupted operation of our computer and communications
software and hardware, systems, and our other information technology. We have substantially completed the
implementation of significant upgrades to our information systems, including the implementation and
qualification of our JDE software. If our systems were to fail or we were unable to successfully expand the
capacity of these systems or to integrate new techno]ogxes into our existing systems, our operations and
financial results could suffer.

The loss of our key personnel could cause our business to suffer.

The success of our present and future operations will depend, to a significant extent, upon the experience,
abilities and continued service of key personnel, including senior corporate and divisional executive officers.
We cannot be assured that we will be able to attract and retain key personnel, and our failure to do so could
adversely affect our results of operations, financial condition and cash flows.
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We will continue to incur fosses in the brand business until we conclude our disposition of this business
unit.

On March 2, 2005, we entered into agreements for the sale and licensing of certain rights and assets
related to our Fortamet and Altoprev brand pharmaceutical products. The closing of this transaction is subject
to certain customary conditions including clearance under the Hart-Scott-Rodino Antitrust Improvements
Act. We anticipate continuing to operate our brand business unit until the closing occurs, which we anticipate
to be on or before May 2003. Subsequent to the closing, we have agreed to provide certain transition services.
In connection with this divestiture, we estimate that we will incur personnel related expenses of approximately
$8.0 million, including severance, performance incentives and retention. In addition, we estimate we will incur
approximately $6.5 million in other costs, including $4.0 million in non-cash charges.

Until that disposition is completed, net sales of our brand products could be adversely affected by the
reduction in our existing sales force as a result of our announced intention to dispose of this business to First
Horizon or manufacturing issues which, as of March 1, 2003, we are experiencing with respect to Altoprev.

Our sales of generic products may suffer if the use of such products is limited through legislative,
regulatory and other efforts.

Pharmaceutical companies increasingly have used state and federal legislative, regulatory and other
means to delay generic product competition. These efforts have included:

» pursuing new patents that could extend patent protection for their brand products and delay the launch
of generic competition;

+ selling the brand product as an authorized generic, either by the brand company directly, through an
affiliate or by a marketing partner;

+ pursuing pediatric exclusivity for their brand products;
» using the Citizens Petition process to request amendments to FDA standards;

» secking changes to U.S. Pharmacopeia, an organization that publishes industry recognized compendia
of drug standards;

* attaching patent extension amendments to unrelated federal legislation; and

+ engaging in state-by-state initiatives to enact legislation that restricts the substitution of certain generic
products.

If pharmaceutical companies are successful in limiting the use of generic products through these or other
means or in securing changes in FDA regulations, policies or procedures, the approval of our generic products
may be adversely affected, which could adversely affect our results of operations, financial condition and cash

flows.

Sales of our generic and brand products may be adversely affected by the consolidation or loss of our
customers.

In recent years, the distribution network for both brand and generic products has undergone significant
consolidation marked by mergers and acquisitions among wholesalers and the growth of large retail drug store
chains and mail order pharmacies that control a significant share of the market. As a result of the
concentration of the customer base and the potential for further consolidation, the loss of any of our customers
or significant defaults in payment or reductions in purchases from our customers could adversely affect our
results of operations, financial condition and cash flows.
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Our dtstrzbunon busmess concentrates on generic products and is therefore subject to the rzsks of the
generic industry.

The ability of our distribution business to provide consistent, sequential quarterly growth is affected, in
large part, by our participation in the launch of new products by us and other generic manufacturers and the
subsequent .advent and extent of competition encountered by these products. This competition can result in
significant and rapid declines in the prices of these prodiicts and a corresponding decrease in the net sales of
our distribution operations. Our margins can also be affected by the risks-inherent to the generic industry.

Our business could suffer if we experience difficulties in integrating any technologies, products and
businesses we acquire, or if we incur significant charges to earnings with vespect to such acquisitions.

We regularly review potential acquisitions of technologies, products and businesses. Acquisitions typically
entail many risks and could result in difficulties in integrating the operations and personnel of companies that
we acquire.and the technologies and products that we acquire. If we are not able to successfully integrate our -
acquisitions, we:may not obtain the advantages that the acquisitions were intended to create, which could
adversely affect our results of operations, financial condition and cash flows. In addition, in connection with
acquisitions, we could experience disruption in our business or employee base. There is also a risk that key
employees of companies that we acquire or key employees necessary to successfully commercialize technolo-
gies and products that we.acquire may seek employment elsewhere, including with our competitors.

As_a result of acquiring businesses or products or entering into other significant transactions, we may
incur 51gn1ﬁcant charges to earnings for merger and related expenses, mcludmg transaction costs, closure costs
and acquxred in-process research and development charges. These costs may include substantial fees for
investment bankers, attorneys, accountants and other advisors and severance and other closure costs associated
with the, elimination of duplicate or discontinued products, operations and facilities. Charges that we may
incur in connecnon with acquxsmons could adversely affect our results of operations for a particular quarter or
annual period.

Our. business could suffer from rising insurance costs, the unavailability of insurance or other events.

The cost of insurance; including directors’ and officers’, werkers’ compensation, product liability, business
interruption and general liability insurance, continues to represent a significant expense to us. In response, we
may increase deductibles and/or decrease some coverages 1o mitigate these costs. These increases, and our
increased” nsk due to increased deductibles and reduced coverages, could adversely affect our results of
operations, ﬁnanc1a1 condmon and cash flows.

The, desxgn development manufacture, sale and utilization of our products and the products we distribute
involve-an inherent Tisk of product liability claims and represent a continuing risk, as no reasonable amount of
insurance can’ fully protect against all such risks because of the potential liability inherent to the business of
producing or distributinig pharmaceuticals for human consumption or use. Although we currently maintain
product liability insurance in amounts we believe to be commercially reasonable, product liability insurance is
expensive and may not be available in the future on acceptable terms or in sufficient amounts, if it is available
at all, particular]y‘fbr_ certain classes of products. A claim brought against us, even if covered by our insurance
policies, could adversely affect our results of operations, financial condition and cash flows.

As most of our operations are located in South Florida, on an annual basis we are faced with the
possibility of incurring damages or business 'disruption as a result of a hurricane. Business interruption
insurance is expensive and may not be available in amounts that will fully protect us from such occurrences,
whether caused by casualties such as hurricanes or ﬁre or other events, which may or may not be within our
control
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We have entered into a consent decree with the SEC, and future SEC investigations could result in the
imposition of severe penalties.

On May 6, 2003, we entered into an administrative consent Order with the SEC pursuant to which,
without admitting or denying the SEC’s findings, we agreed to cease and desist fram committing or causing
any future violations of certain of the reporting provisions of the Securities Exchange Act of 1934. The order
related to the SEC’s finding that Cybear had improperly recognized approximately $1.3 million in revenue
(representing approximately $27,000 in gross profit) pursuant to a joint venture between Andrx and Cybear.
In a separate matter addressed in the same consent Order, the SEC found that our allowance for doubtful
accounts receivable was understated due to the unauthorized actions of an employee who had altered certain
of our accounts receivable records. A future violation of the SEC consent decree could result in the imposition
of fines or other sanctions that could have a material adverse effect on our business and results of operations.

Risks Relating to the Pharmaceutical Industry Generally and to Andrx Specifically

Our failure to comply with FDA, Drug Enforcement Administration (DEA), licensure and other
regulatory requirements could adversely affect our business.

All pharmaceutical companies, including us, are subject to extensive, complex, costly and evolving
regulation by the federal government, principally the FDA, and, to a lesser extent, by DEA, Environmental
Protection Agency (EPA), Occupational Safety and Health Administration (OSHA) and state government
agencies and regulators. The Federal Food, Drug and Cosmetic Act, the Controlled Substances Act, the
Prescription Drug Marketing Act and other federal and state statutes and regulations govern or influence the
testing, manufacturing, packaging, labeling, storage, purchase, record keeping, safety, approval, marketing,
advertising, promotion, sale and distribution of our products and those that we distribute. The process of
complying with these statutes and regulations is rigorous, time-consuming and costly, and our failure to
comply could adversely affect our results of operations, financial condition and cash flows.

Under these regulations, we are subject to periodic inspection of our facilities, procedures and operations
and/or the testing of our products by FDA, DEA, EPA, OSHA and other authorities, which conduct periodic
inspections to confirm that we are in compliance with all applicable regulations. In addition, the FDA
conducts pre-approval and post-approval reviews and plant inspections to determine whether our facilities and
manufacturing techniques are in compliance with cGMP and other FDA regulations. Following these
inspections, the FDA may provide inspectional observations on a Form 483 and issue warning letters that
could cause us to modify activities identified during the inspection. A Form 483 is generally issued at the
conclusion of an FDA inspection and lists conditions the FDA staff believes are objectionable conditions with
respect to cGMP or other FDA regulations. FDA guidelines specify that a warning letter is issued only for
violations of “regulatory significance” for which the failure to adequately and promptly achieve correction may
be expected to result in an enforcement action. Any non-comptliance with ¢cGMP or the corrective action plan
we proposed to the FDA in response to the Form 483 observations issued by the FDA on July 16, 2004 and
March 3, 2004, and the FDA Warning Letter we received in August 2000, could have a material adverse effect
on our financial condition and results of operations.

We cannot assure you that the FDA will not seek to impose sanctions against us for violations of
applicable statutes and regulations. The range of possible sanctions includes, among others, FDA issuance of
adverse publicity, product recalls or seizures, fines, total or partial suspension of production and/or
distribution, suspension of the FDA’s review of product applications, enforcement actions, injunctions and
civil or criminal prosecution. Any such sanctions, if imposed, could adversely affect our results of operations,
financial condition and cash flows. Under some circumstances, the FDA also has the authority to revoke
previously granted drug approvals. Sanctions similar to those enumerated above may be available to the FDA
under a consent decree, depending upon the actual terms of such decree. If our operations are deemed
deficient in any significant way, it could have a material adverse effect on our financial condition and results of
operations. Some of our vendors are subject to similar regulation and periodic inspections. We cannot predict
the extent to which we, or they, may be affected by these types of regulatory developments.
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We are also subject to numerous and increasingly stringent federal, state and local environmental laws
and regulations concerning, among other things, the generation, handling, storage, transportation, treatment
and disposal of toxic and hazardous substances and the discharge of pollutants into the air and water.
Environmental permits and controls are required for some of our operations, and these permits are subject to
modification, renewal and revocation by the issuing authorities. Our environmental capital expenditures and
costs for environmental -compliance may increase in the future as a result of changes in environmental laws
and regulations or increased manufacturing activities at any of our facilities. We could be adversely affected by
any failure to comply with environmental Jaws, including the costs of undertaking a clean-up at a site to which
our wastes were transported.

There is no assurance that our products will receive FDA approval or enjoy the benefits of the 180-day
exclusivity period.

Pharmaceutical manufacturers are generally required to obtain approval from the FDA, and possibly
other regulatory agencies, before manufacturing, marketing and shipping their products. This approval process
is often costly, time-consuming and litigious. We cannot assure you that our drug applications will be timely
approved by the FDA or by any other regulatory agency, if at all.

For genenc products FDA approval is required before a generic version of a previously approved drug or
certain new dosage forms of an existing drug can be marketed, generally using an ANDA. However, if some of
our generic products do not gualify for ANDA approval, as may be the case with some of our controlled-
release formulations, we may be required to proceed under the lengthier and costlier approval process typically
associated with brand products. We may invest a substantial amount of time and money in the development of
a generic product only to be subject to significant delay and the uncertain results of patent litigation, or issues
relating to the manufacture of our product, which may adversely affect our ability to commercialize our
preduct. ‘

If we are the first ANDA with a Paragraph IV certification accepted for filing by the FDA, and timely
provide nctice of our Paragraph IV certification to the NDA owner and any patent holders, we may be eligible
to receive 180 days of marketing exclusivity. Our ability to secure the benefit of this exclusivity period depends
on a variety of factors, some of which are beyond our control, which may decrease the value of the exclusivity
period for some of cur ANDA filings. Additionally, marketing exclusivity may also be shared with one or more
other genenc manufacturers dependmg on the circumstances. ‘

For brand products, the FDA approval process necessitates the ﬁhng of an NDA, which typically involves
time-consuming and costly safety and effectiveness testing. To date, we have submitted for approval our brand
name controlled-release pharmaceutical products using a type of NDA referred to as a Section 505(b)(2)
NDA, which endbles the applicant to rely on published reports for safety and effectiveness studies, thus
reducing the time and expense of new drug development. There are limitations on the use of Sec-
tion S05(b) (2) NDAs, however, 505(b) (2) NDA’s are subject to potential 30-month stays, like ANDAs, but

are not eligible for 180-days of marketing exclusivity. Patent listing/certification requirements and marketing
exclusivity awarded to reference or competitor products may result in delays in the approval process similar to
those déscribed above for ANDAs. There is also a great deal of uncertainty concerning the extent to which
Section 505(b) (2) NDAs may rely upon prior FDA findings that reference drugs are safe and effective for
approved uses, and what additional chmca] and other testing is necessary to obtain approval of such
applications.

We are subjeci t0 Therapeutic Equivalent Substitution, Medicaid Reimbursement and Price Reporting,
and we and other. drug manufacturers may be the target of governmental investigations and related
pricing Imganon

Federal legislation requires pharmaceutical manufacturers to pay to state Medicaid agencies prescribed
rebates on drugs-to enable them to be eligible for reimbursement under Medicaid programs. Various federal
and state Medicaid .agencies and other enforcement officials are investigating the effects of pharmaceutical
industry pricing practices such as how average wholesale price (AWP) and average manufacturer’s price
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(AMP) are calculated and how pharmaceutical manufacturers report their “best price” on a drug under the
federal Medicaid rebate program. AWP and AMP are standard pricing measures (calculated by a third-party
such as First Data Bank) used throughout the industry as a basis for calculating drug prices under contracts
with health plans and pharmacies and rebates with pharmaceutical manufacturers.

There are numerous lawsuits pending throughout the country brought by consumer and governmental
entities claiming that drug makers overcharged Medicaid for prescription medications, and they were
damaged as a result. We have been named as a defendant in a number of these lawsuits. We are not in a
position to detérmine the ultimate outcome of this litigation or any other such claims that may subsequently
be brought by others, but our business, financial condition or results of operations could be materially
adversely affected by an adverse determination.

We are subject to Post-Marketing Actions.

Studies and/or monitoring of the proper utilization, safety and efficacy of pharmaceuticals are conducted
by industry participants (including us), government agencies and others. Such studies and monitoring can call
into question the utilization, safety and efficacy of previously marketed products, including those marketed by
us in our brand and generic operations, and may result in the discontinuation of their marketing or changes in
the manner in which they are labeled and prescribed. FDA has the authority to withdraw approvals of
previously approved pharmaceutical drugs as a result of such post-marketing actions and for other reasons.
The DEA and state agencies also have similar authority. Our business, financial condition or results of
operations could be materially adversely affected by any such actions.

Federal regu!iztion of arrangements between manufacturers of brand and generic products could adversely
affect our business.

We may be required to notify the FTC of agreements that we enter into with other pharmaceutical
companies, either pursuant to legislation enacted in January 2004 and guidelines issued by the FTC
prescribing certain notifications that must be sent to the FTC, or pursuant to the Consent Decree we entered
into with the FTC in May 2001. Under either scenario, the law by which the FTC or the courts in litigation
commenced by private litigants will evaluate such agreements is extremely unclear. As a result, the manner in
which we seek to resolve intellectual property litigation with branded pharmaceutical companies or to
commercialize our or other’'s ANDAs or exclusivity rights could be the subject of additional private-party
litigation against pharmaceutical companies, additional investigations or proceedings by the FTC or other
governmental authorities, or uncertainties concerning the appropriateness of proposed transactions which
make commercial sense, but which may potentially have asserted anticompetitive implications.

The changing United States healthcare environment may impact our revenue and income.

Our products and services are intended to function within the structure of the healthcare financing and
reimbursement system currently existing in the United States. In recent years, the healthcare industry has
undergone significant changes in an effort to reduce costs and government spending. These changes include an
increased reliance on managed care, cuts in Medicare funding affecting our healthcare provider customer
base, consolidation of competitors, suppliers and customers, and the development of large, sophisticated
purchasing groups. We expect the healthcare industry to continue to change significantly in the future. Some
of these potential changes, such as a reduction in governmental support of healthcare services or adverse
changes in legislation or regulations governing prescription drug pricing, healthcare services or mandated
benefits, may cause healthcare industry participants to greatly reduce the amount of our products and services
they purchase or the price they are willing to pay for our products and services. Changes in pharmaceutical
manufacturers’ pricing or distribution policies could also significantly reduce our income. Federal legisiation
was enacted in 2004 giving Medicare beneficiaries a prescription drug benefit in 2006 and drug discounts prior
to 2006. It is uncertain to what extent this legislation will impact us, if at all.
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Risks Associated With Investment in Our Common Stock

Our stock price has experienced volatility, which may affect our stockholders’ ability to sell their stock
at-an advantageous price and could zmpact the market value.

The market price of our common stock has been and may continue to be volatile. For example, through
March 1, 2005, the market price of our common stock has fluctuated during the past 12 months between
$14.09 per share and $30.87 per share. Therefore, this volatility may affect a stockholder’s ability to sell our
stock at an advantageous price. Market price fluctuations in our stock may be due to acquisitions, dispositions
or other material public announcements, along with a variety of additional factors, including:

+ new product introductions;
* the purchésing practices of our customers;

. rcgulatory issues, including receipt of new drug approvals from the FDA, compliance with FDA or
other agency regulations or the lack or failure of either of the foregoing;

. the"abi]ity. to manufacture our products and product candidates;.
|
« changes in the degree of cornpetmon for our products;
* the announcement of tcchnologlcal innovations or new commerc1a1 products by our competitors or us;
* changes in govcmrnental regulation affecting our business environment;
* any future issuances of our common stock or other sccurmcs,
. the issuance of new patcnts or other propnetary rights;
 the announcement of earnings;

* the, publlcatlon of earnings est1matcs or other research reports and speculation in the press or
investment commumty,

+ the loss of key personnc]

. the mab1 1ty to acquire sufficient suppllcs of finished products or raw materials;

» litigation and/or threats of litigation;

« failure or delay in meeting milestones in collaborative arrangements expected to result in revenues;
+ unanticipated expenses from joint ventures not under our control;

+ publicity regarding actual or potential clinical results with respect to products we have under
development or with respect to any consent decree to which we are, or may become, subject;

¢ any outbre‘é.k or escalation of hostilities;

.+ political developments or proposed legislation in the pharmaceutical or heal;hcare industry;
.- gerieral market and economic conditions; and

« divestiture or acquisition of businesses or products.

These and similar factors have had and could in the future have a significant impact on the market price
of our common stock. In addition, the stock markets in general, including The Nasdaq Stock Market, have
experienced extreme price and trading fluctuations. These fluctuations have resulted in volatility in the market
prices of securities that often have been unrelated or disproportionate to changes in operating performance.
These broad market fluctuations may affect adversely the market prices of our common stock.
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Investors should not look to dividends as a source of income,

- 'We have never paid any cash dividends on our common stock and do not intend to pay cash dividends in
the foreseeable future. We are prohibited from paying dividends under our senior credit facility without the
consent of the agent and the lenders parties thereto. Consequently, any economic return to a stockholder will
be derived, if at all, from appreciation in the price of our stock, and not as a result of dividend payments.

We may issue additional securities, which would lead to difution of our issued and outstanding common
stock.

Our board of directors has the authority to issue shares of our common stock and shares of preferred stock
or other securities convertible into shares of our common stock. Under many circumstances, such issuances
would not require the approval of our stockholders. Any such preferred stock could contain dividend rights,
conversion rights, voting rights, terms of redemption, redemption prices, liquidation preferences or other rights
superior to the rights of holders of our common stock. In March 2003, our board of directors approved the
issuance of a stockholder rights plan and authorized the issuance of Series A Junior Participating Preferred
Stock, of which there are currently no shares outstanding.

Our stockholder rights plan may deter a third party from acquiring us.

QOur board of directors has adopted a stockholder rights plan, the purpose of which is to protect
stockholders against unsolicited attempts to acquire control of us that do not offer a fair price to all of our
stockholders. The rights plan may have the effect of dissuading a potential acquirer from making an offer for
our common stock at a price that represents a premium-‘to the then current trading price.

- Delaware law and our charter documents contain provisions that could discourage or prevent a potential
takeover of our company that might otherwise result in our stockholders receiving a premium over the

mavrket price of their shaves.

Some provisions in our certificate of incorporation and bylaws may have anti-takeover eflects and may
delay, defer or prevent a takeover attempt of us. We are also subject to the anti-takeover provisions of
Section 203 of the Delaware General Corporation Law, which prevents us from engaging in a “business
combination” with a person who is an “interested stockholder” for a period of three years after the date of the
transaction in which the person became an interested stockholder, unless prescribed approvals are obtained.
The application of Section 203 also could have the effect of delaying or preventing a change of control of us.
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EXECUTIVE-OFF’ICERS

The Boa.rd of Directors appoints our exccutlve officers each year. As of March 1, 2005, our executive
officers were as follows

o Executive
Name - : : Age Position Officer Since
Thomas P. Rice ................... 54  Andrx Corporation — Chief Executive 2004

Coe * Officer and a Director
Angelo C: Malahias . ............... 43 Andrx Corporation — President 1996
Scott Lodin ...l 49  Andrx Corporation'— Executive Vice 1994

S . - President, General Counsel and Secretary
John M. Hanson................... 52  Andrx Corporation — Senior Vice President 2004
o " and Chief Financial Officer
Thomas R. Gierdano .......... P 54" Andrx Corporation — Senior Vice President 2004
: o and Chief Information Officer
Ian J. Watkingt 1. ..o 42 Andrx Corporation — Senior Vice President 2003
. of Human Resources

Lawrence J. Rosenthal .............. 59  Andrx Pharmaceuticals, Inc. — President 2002
Daniel H. Movens ................ 46  Anda, Inc.'— President 2002

Thomas P che Andrx Corporation Chief Executive Officer, was appointed CEO on February 3, 2004,
and has been a director .of Andrx since April 1, 2003. Mr. Rice served as a director of Chesapeake Biological
Laboratories, Inc., a provider of contract manufacturing services for sterile, injectible pharmaceuticals, from
1997 to January 2001 and served as President and Chief Executive Officer from January 1999 through March
2003; In,1996, he co-founded Columbia. Investments LLC, which invests in emerging service companies.
From 1993 to, January 1996, Mr. Rice was Executive Vice President and Chief Operating Officer of Circa
Pharmaceuticals, Inc. and from 1993 to January 1995, Chief Financial Officer of Circa. Mr. Rice was
employed by Delontc & Touche LLP from 1978 to 1985.

Angelo C. Malahzas Andrx Corporation President has been with Andrx since 1996. Prior to his
appointment as President in February 2004, Mr. Malahias served as Executive Vice President and Chief
Financial Officer. Mr. Malahias was a director of Cybear, from April 1999 until the September 2000
reorganization. Mr. Malahias. was Vice President and Chief Financial Officer of Circa Pharmaceuticals, Inc.
from January 1995 to January 1996, where he also served as Corporate Controller from July 1994 to January
1995. Mr. Malahias was employed by KPMG LLP from 1983 to July 1994.

Scott Lodin, Andrx Corporation Executive Vice President, General Counsel and Secretary has been with
Andrx since January 1994. Mr. Lodin was the Secretary and a director of Cybear Inc. from February 1997
until the September 2000 reorganization. Prior to joining Andrx, Mr. Lodin was Special Counsel to Hughes,
Hubbard & Reéed and.a predecessor firm where he practiced primarily in the areas of corporate and
commercial law.

John.M. Hanson, Andrx Corporation Senior Vice President and Chief Financial Officer has been with
Andrx since April 2003. Prior to his appointment as Chief Financial Officer in February 2004, Mr. Hanson
served as Vice President, Finance. From November 2000 through June 2001, Mr. Hanson served as Chief
Financial Officer of Mylan Laboratories, Inc. and from September 1996 through October 2000, Mr. Hanson
served as Chief Financial Officer of Zenith-Goldline Pharmaceuticals, Inc., the U.S. generic products
subsidiary of IVAX Corporation. Mr. Hanson was employed by Arthur Andersen LLP from 1984 to 1995 and
is a certified public accountant.

Thomas R. Giordano, Andrx Corporation Senior Vice President and Chief Information Officer has been
with Andrx since November 2002. From December 2001 through November 2002, Mr. Giordano was an
information systems consultant. From 1998 through December 2001, Mr. Giordano sérved as global Chief
Informatioh Officer for Burger King Corporation. Prior to working for Burger King Corporation, Mr. Giordano
served as Senior Vice President and Chief Information Officer for Racal Data Group.
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Ian J. Watkins, Andrx Corporation Senior Vice President, Human Resources has been with Andrx since
April 2003. Mr. Watkins served as Corporate Vice President of Human Resources of Bausch and Lomb, Inc,,
an ophthalmic healthcare company from November 1999 through December 2002. From 1996 to November
1999, Mr. Watkins served as Vice President of Human Resources for Bausch & Lomb’s Europe, Middle East
and Africa Region.

Lawrence J. Rosenthal, Andrx Pharmaceuticals, Inc. President has been with Andrx since January 1999.
From 1999 through 2003, Mr. Rosenthal served as Executive Vice President of Sales and Marketing for Andrx
Pharmaceuticals, Inc. From 1986 through January 1999, Mr. Rosenthal was employed at Teva Pharmaceuti-
cals, Inc., last serving as its Vice President of Sales and Marketing.

Daniel H. Movens, Anda, Inc. President has been with Andrx since 1995. Prior to his appointment as
President in February 2004, Mr. Movens served as Anda’s Executive Vice President of Operations. For
15 years before joining Andrx, Mr. Movens worked in the retail pharmacy industry, working in independent
pharmacies and pharmacy chains.

On May 6,.2003, Mr. Lodin entered into an administrative consent Order with the SEC pursuant to
which, without admitting or denying the SEC’s findings, agreed to cease and desist from committing or
causing any future violations of certain of the reporting provisions of the Securities Exchange Act of 1934, The
Order related to the SEC’s finding that Cybear had improperly recognized approximately $1.3 million in
revenue (representing approximately $27,000 in gross profit) pursuant to a joint venture between Andrx and
Cybear. The SEC’s Order found that these amounts were improperly recognized in Cybear’s March 31, 2000
and June 30, 2000 Forms 10-Q, and in the July 31, 2000 joint proxy statement/prospectus with respect to the
reorganization completed in September 2000.

Andrx officers, directors and certain other employees from time to time may enter into “Rule 10b3-1
Plans”. Under an appropriate Rule 10b5-1 Plan, such individuals may instruct a third party, such as a
brokerage firm, to engage in specific securities transactions in the future based on a formula without further
action by the stockholder, provided that the plan satisfies the legal requirements of Rule 10b5-1 under the
Securities Exchange Act of 1934, as amended. !
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Item 2. Pfoperties : i

We conduct our operations using a combination of owned and leased properties which are used for
manufacturing, rc‘s’éaféh and development (R&D), warchousing, distribution, sales and marketing and
administrative functions. We believe that these facilities are suitable for the purposes for which we use them.
The following table provides a summary of our significant owned and leased premises:

Owned
Location . gg;ei Primary Use _ Segment
Davie, Florida — 4955 Orange Drive ....... .. Owned Manufacturing, R&D, Generic
T ' Warehouse, Administration
Davie, Florida — 4001 SW 47th Avenue ... ... Leased Manufacturing, Administration  Generic
Davie, Florida 4011 SW 47th Avenue ...... Leased  Manufacturing, Warechouse, Generic
o o ‘ Administration
Sunrise, Florida — Marjna West Warehouse ... Leased Warehouse; Administration Generic
Weston, Florida — 2945 W Corporate Lakes Leased Manufacturing, R&D, Generic
Blvd (Building E) ...................o0 Warehouse, Administration
Morrisville, North Carolina ................. Owned  Manufacturing — (Presently Generic
: ' ‘ Unoccupied)
Davie, Florida — 4360 Oaks Road ......... ... Leased Warchouse Generic
Davie, Florida — 4380 Oaks Road ........... Leased Warehouse Generic
Ft. Lauderdale, FL — 4491 S. State Rd. 7 leased Administration Generic
Suite 200 ... : .
Weston, Florida — 2915 Weston Road . ..... .. Leased Warehouse, Sales and Distribution
' Marketing, Administration
Groveport, tho ....... P PRI Leased Warehouse, Administration Distribution
Grand Island, New York ................... Owned  Administration, Sales and Distribution
' ‘ ’ Marketing
Hackensack, New J BISEY vttt Leased Administration Brand,
o . Generic
Weston, Florida — 3040 Universal ........... Leased  Sales and Marketing, . Brand
Administration
Plantation, Florida . ... .. e Leased  Administration, Sales and Generic
‘ ' ' Marketing

Following our expansion at some of our Florida facilities, we believe that we will have sufficient facilities
to conduct our operations through 2007. However, we continue to evaluate the purchase or lease of additional
properties, as our business requires.

Item 3. Legal Z’roceedings

See also "Iz‘e}_n‘ 1 — Patent Infringement Litigation” of this report for a description of certain patent and
other litigation. .

Ongoing Other Litigation

Drug Pricing Litigation
On August 3, 2004, the City of New York filed an action in the U.S. District Court for the Southern
District of New York against numerous pharmaceutical companies, including us, claiming they overcharged
Medicaid for prescription medications. Three similar complaints were filed in January 2005 by Onondaga,
Rockland and Westchester counties of New York against numerous pharmaceutical companies, inciuding us.

Additionally, Suffolk County of New York has sought leave to amend its original complaint, wherein the
amended complaint séeks to add us and other additional pharmaceutical companies and Erie County of New
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York filed a similar complaint in New York State Court in March 2005. These complaints generally allege
overpayments of varying amounts with respect to our metformin and Cartia XT products. These cases have
been, or are expected to be consolidated, in the U.S. District Court for the District of Massachusetts, In
addition, the state of Alabama through its Attorney General, has filed a similar lawsuit against numerous
pharmaceutical companies, including Andrx, in the Circuit Court of Montgomery County, Alabama. There
are numerous other lawsuits pending throughout the country brought by consumer and governmental entities
related to this issue.

Cardizem CD Antitrust Litigation

Beginning in August 1998, several putative class action lawsuits were filed against Aventis (formerly
Hoechst Marion Roussel, Inc.) and us arising from a 1997 stipulation entered into between Aventis and us in
connection with a patent infringement suit brought by Aventis with regard to its product Cardizem CD. The
actions pending in federal court have been consolidated for multi-district litigation purposes in the
U.S. District Court for the Eastern District of Michigan, with one of the cases filed by a group of direct
purchasers having since been remanded back to the U.S. District Court for the Southern District of Florida.
The complaint in each action alleges that Aventis and us, by way of the 1997 stipulation, have engaged in
alleged state antitrust and other statutory and common law violations that allegedly have given Aventis and us
a near monopoly in the U.S. market for Cardizem CD and a generic version of that pharmaceutical product.
Each complaint seeks compensatory damages on behalf of each class member in an unspecified amount and,
in some cases, treble damages, as well as costs and counse! fees, disgorgement, injunctive relief and other
remedies. In June 2000, the U.S. District Court for the Eastern District of Michigan granted summary
judgment to plaintiffs finding that the 1997 stipulation was a per se violation of antitrust laws. On June 13,
2003, the U.S. Court of Appeals for the Sixth Circuit affirmed the district court’s decision. On October 12,
2004, the U.S. Supreme Court declined to review this case.

Essentially reiterating the claims asserted against us in the aforementioned Cardizem CD antitrust class
action litigation and seeking the same relief sought in that litigation are: (i) the May 14, 2001 complaint filed
by the attorneys general for the states of New York and Michigan, joined by 13 additional states and the
District of Columbia, on behalf of their government entities and consumers resident in their jurisdictions,
which was subsequently amended to add 12 additional states and Puerto Rico to the action; (ii) the July 26,
2001 complaint filed by Blue Cross Blue Shield of Michigan, joined by three other Blue Cross Blue Shield
plans; (iii) two actions pending in state courts in Florida, and (iv) two actions pending in state courts in
Kansas.

On November 26, 2002, the U.S. District Court for the Eastern District of Michigan approved a
settlement between the direct purchasers and Aventis and us. In October 2003, the U.S. District Court for the
Eastern District of Michigan approved a settlement between the indirect purchasers and Aventis and us. In
November 2004, the United States Court of Appeals for the Sixth Circuit denied an appeal of the District
Court’s approval of that settlement. The plaintiffs have additional time to determine whether they want to
request the U.S. Supreme Court review of this matter.

In April 2004, we settled our litigation with the four Blue Cross Blue Shield plaintiffs who opted-out of
the settlement with the indirect purchasers. We have also agreed with all remaining plaintiffs, consisting of the
direct purchaser groups that opted out of the settlement with the direct purchaser class, upon a methodology
for disposing of the claims asserted by that group after receiving such guidance as the U.S. Supreme Court
may give on the issues raised. As a result of that methodology, and the U.S. Supreme Court’s determination
that it will not review the decision of the Court of Appeals for the Sixth Circuit, the parties have settled this
matter and have dismissed or are in the process of dismissing all related cases.

Wellbutrin SR Related Securities Claims

Seven complaints were filed against us and certain of our current and former officers and directors for
alleged material misrepresentations regarding the expiration dating for our generic versions of Wellbutrin SR/
Zyban and that we knew that our products would not receive timely FDA approval. All of these cases were
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consolidated and on October 20, 2003, the plaintiffs filed a consolidated amended class action complaint in the
U.S. District Court for the Southern District of Florida against us:and Richard J. Lane, our former Chief
Executive Officer, alleging a class period from March 1, 2002 through March 4, 2003. After the District Court
granted our motion to dismiss this complaint, on March 5, 2004, the plaintiffs further amended their
complaint to assert that we knew, when we filed our ANDAs, that the products would not be approved by the
FDA because of their expiration dating.

PPA Litigation _

Beginning in October 2001, 12 product liability lawsuits were filed against us and others for personal
injuries allegedly arising out of the use of phenlypropanolamine (PPA). The actions have been consolidated
and transferred to the U.S. District Court for the Western District of Washington. We were named in the suits
because we acquired.the Entex product from Elan. While PPA was at one time contained in Elan’s Entex
product, we reformulated Entex upon acquiring it from Elan and eliminated PPA as an active ingredient
thereof. All of these cases were dismissed, either voluntarily or pursuant to court order. Notwithstanding a
court order dated September 15, 2004, which dismissed the case and enjoined the re-filing of that case in state
court, in December 2004, the plaintiff in one of those actions, Laura M. Bonucchi, filed an amended complaint

in the Michigan Circuit Court for the County of Ingham, to again name us as a defendant in connection with
this matter. Elan has agreed to indemnify us with respect to this claim.

Lemelson Patent Litigation

On November 23, 2001, the Lemelson Medical, Education & Research Foundation, LP filed an action in
the U.S. District Court for the District of Arizona alleging patent infringement against us and others involving
“machine vision” or “computer image analysis.” On March 20, 2002, the U.S. District Court for the District
of Arizona entered an Order of Stay in the proceedings, pending the resolution of another suit before the
U.S. District Court for the District of Nevada, which involves the same patents, but does not involve us. On
January 23, 2004, that Nevada court issued an order determining that certain Lemelson patents, including the
patents asserted against us, were unenforceable. Lemelson moved to. amend or alter that judgment and on
May 27, 2004, an amended judgment of non-infringement was entered. On June 22, 2004, Lemelson appealed
the judgment to the U.S. Court of Appeals for the Federal Circuit. '

Other Pending Matters

We are involved in various other disputes, governmental and/or regulatory inspections, inquiries,
investigations and proceedings that are deemed immaterial by us, and litigation may arise from time to time in
the ordinary course of business. The process of resolving such matters through litigation or other means is
inherently uncertain, and it is possible that the resolution of these matters could have a material adverse effect
on our business and consolidated financial statements.

Litigation Resolved in 2004
Tiazac Related Securities Claims

Several securities fraud class action complaints were filed in March 2002, alleging that we and certain of
our current and former officers and directors engaged in securities fraud and/or made material misrepresenta-
tions. regarding the regulatory status of our ANDA for a generic version of Tiazac. The amended class action
complaint sought a class period for those persons or institutions that acquired our common stock from
April 30, 2001, through February 21, 2002. In November 2002, the U.S. District Court for the Southern
District of Florida granted in part our motion to dismiss the amended consolidated class action complaint and
determined that all but one of the statements allegedly made in violation of the federal securities laws should
be dismissed as a matter of law. The Court’s decision reduced the class period to six weeks commencing
January 9, 2002, and ending February 21, 2002. The Court also later granted our motion to strike all
allegations of insider trading from the complaint. In December 2003, defendant’s motion for summary
judgment was granted and a final judgment was entered in favor of the defendants. The plaintiffs have filed a

35




notice of appeal of the motion to dismiss and the summary judgment orders. On August 6, 2004, the Court
entered a final judgment and granted final approval of the settlement stipulation entered by the defendants and
the class members. -

Trademark Litigation

On August 13, 2003, Kos Pharmaceuticals, Inc. filed a complaint in the U.S. District Court for the
District of New Jersey alleging trademark infringement and unfair competition, and seeking to enjoin us from
using the Altocor name. On September 18, 2003, the District Court denied Kos' motion for preliminary
injunction. On May 24, 2004, the U.S. Court of Appeals for the Third Circuit reversed the District Court’s
opinion, and rémanded the matter back to the District Court. On May 27, 2004, the District Court issued a
preliminary injunction, effective June 18, 2004, enjoining us from the continued use of the Altocor name. On
June 9, 2004, Kos and Andrx entered into a settlement requiring our payment of $6 million to Kos. As part of
the settlement, Kos, and later the District Court, agreed to the dismissal of this case and certain modifications
to the District Court’s preliminary injunction. Pursuant to that modified preliminary injunction, product
labeled Altocor was permitted to remain in the distribution channel through August 15, 2004, but all product
and promotional materials bearing the Altocor name had to be withdrawn from the distribution channel by
that date. On August 25, 2004, we certified to the District Court that we had fully complied with the terms
and conditions of the injunction and described in detail the steps undertaken to assure compliance.

Famotidine (Pepcid)

As part of the CARAN joint venture between us and Carlsbad Technologies, Inc., Carlsbad developed
and is manufacturing for distribution by us, famotidine, a generic version of Pepcid. In July 2001, Richter
Gedeon Vegyeszeti Gyar RT sued us, Carlsbad and seven other defendants for patent infringement in the
U.S. District Court for the Eastern District of New York. Carlsbad agreed to indemnify us from any liability
arising out of this lawsuit and settled this matter. The U.S. District Court for the Eastern District of New
York entered a stipulation of dismissal in May 2004.

Burnett Employment Dispute

On October 19, 1993, Terrill Hill Burnett filed an action in the U.S. District Court for the Southern
District of New York against Physicians’ Online (POL), and some of the original shareholders thereof,
alleging POL breached her employment contract, securities and common law fraud with respect to the sale of
shares of common stock, breach of fiduciary duty, negligent misrepresentation and gender discrimination, and
seeking damages in excess of $1 million plus punitive damages. In May 2004, the parties agreed to settle this
matter upon our payment to the plaintiff of an immaterial amount.

Alpharma Breach of Contract Litigation

On September 26, 2003, Alpharma filed a complaint against one of our subsidiaries, Armstrong
Pharmaceuticals, Inc., in the U.S. District Court for the Southern District of New York. Alpharma alleged
that the contractual breach by Armstrong resulted in the recall of epinephrine mist, a product manufactured
by Armstrong for Alpharma. In the complaint, Alpharma sought to recover $18 million in damages for breach
of contract, $17.4 million in damages for negligent misrepresentations (many of which preceded our
involvement), and $50 million in punitive damages. On June 30, 2004, the parties reached a settlement
requiring the payment of $5.25 million to Alpharma for the dismissal of this complaint and a release of all
parties’ claims against each other in connection with this matter. Andrx and Celitech Manufacturing Inc,,
from whom we purchased Armstrong in March 2001, shared this payment equally.

Item 4. Submission of Matters to a Vote of Security Holders

No matters were submitted to a vote of stockholders during the fourth quarter of the fiscal year covered
by this report.
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PART II

Ttém 5. Market for Registrant’s Common Equity and Related Stockholder Matters
(A)" Market Information
Andrx common ‘stock is listed on The Nasdaq Stock Market under the ticker symbol “ADRX"”,

For the ca]endar quarters indicated, the table below sets forth the high and low sales prices per share of
Andrx common stock, as reported on The Nasdaq Stock Market, based on published financial resources.

Andrx Common
Stock Market Price

_High _Low
2004
FATSt QUATIET . .. o\ttt ettt e e e e e $30.87  $23.55
Second Quarter .................. P 2035 22.24
‘Third Quarter................. I . 28.10  16.95
~ Fourth QUArter..........c..uuuuiuriienianeenainn, S 2363 14.09
© 2003 '
FirstQuarter . ... e e $16.83 § 7.68
JSecond QUArtEr ...l 24.20 11.10
Third Quarter .. ............ e 2590 16.32
TFourth QUATLEr ... ..ot 2405 1700

See Note 15 to Consolidated Financial Statements included in Itcm 8 of this report with respect to a
stockholder nghts plan adopted in March 2003.

(B) Holders

As of March 1, 2005, there were approximately 270 holders of record of Andrx common stock. We
believe the number of beneficial owners of Andrx common stock to be approximately 62,000.

(C) Dividends

We have never paid any cash dividends on our common stock and do not intend to pay cash dividends for
the foreseeable future. We are also prohibited from paying dlwdends under our senior credit facility without
the consent of the agent and the lenders parties thereto.
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(D) Securities Anthorized for Issuance under Equity Compensation Plans

The following table summarizes information, as of December 31, 2004(1), relating to Andrx’s equity

compensation plans pursuant to which grants of options, Restricted Stock Units (RSUs) and other rights to
acquire shares may be granted from time to time.

(1)

(2)

3)

Number of Securities

Number of Remaining Available
Securities to be ‘ for Future [ssuance
Issued Upon Weighted-average Under Equity
Exercise of Exercise Price of Compensation Plans
OQutstanding Outstanding (Excluding
Options, Warrants  Options, Warrants Securities Reflected
and Rights and Rights in Column (a))
Plan Category (a) (b) (c)
Equity compensation plans approved by
security holders:
1993 Stock Option Plan and 2000 _
Stock Option Plan . ............. K 7,256,200(2) $32.94(3) 5,716,500
Employee Stock Purchase Plan ... ... — N/A 388,500
Equity compensations plans not
approved by security holders - ....... — N/A N/A
Total .. ... e e 7,256,200(2) . $32.94(3) 6,105,000

On March 2, 2005, our board of directors accelerated the vesting of all of our out-of-the-money unvested
stock options awarded under our option plans which have an exercise price greater than $21.57, which
was the closing price of Andrx common stock on March 2, 2005.

Includes an aggregate of 460,500 RSUs. Excludes approximately 2,900 options to purchase Andrx
common stock with exercise prices ranging from $314 to $18,500 per share, as a result of the May 2002
conversion of Cybear common stock into Andrx common stock.

Weighted average exercise price of outstanding options excludes RSUs and the 2,900 Andrx common
stock options converted in the May 2002 Cybear conversion with exercise prices ranging from $314 to
$18,500. :

See Note 15 to the Consolidated Financial Statements included in Item 8 of this report.

Item 6. Selected Financial Data

Selected Financial Data from Item 7 included is herein incorporated by reference.

Item 7. Management’s Discussion & Analysis of Financial Condition and Results of Operations

OVERVIEW

Our Business

We are a pharmaceutical company that:

» develops, manufactures and commercializes generic versions of controlled-release, niche and immedi-
ate-release pharmaceutical products, including oral contraceptives; and

» distributes pharmaceuticals, primarily generics, which have been commercialized by others, as well as
our own, primarily to independent pharmacies, pharmacy chains, pharmacy buying groups and
physicians’ offices. ‘

Our controlled-release pharmaceutical products use our proprietary controlled-release drug delivery

technologies. Controlled-release pharmaceutical products generally provide more consistent drug levels in the
bloodstream than immediate-release dosage forms and may improve drug efficacy and reduce side effects, by
releasing drug dosages at specific times and in specific locations in the gastrointestinal tract of the body. They
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also provide ‘patient friendly” dosage forms that reduce the number of times a drug must be taken, thus
improving patient compliance.

.We ialso commercialize brand pharmaceuticals that, in some instances, use our proprietary controlled-
release drug delivery technologies. On March 2, 2005, we entered into agreements with First Horizon
Pharmaceutical Corporation for the sale and licensing of certain rights and assets related to our two main
brand pharmaccutrcal products, Fortamet® and Altoprev®. The closing of the transaction, which is subject to
certain customary conditions including clearance under the Hart-Scott-Rodine Antitrust Improvements Act,
is expected to-occur by May 2005 (see Note 21 of Notes to Consolidated Financial Statements).

We are focusing our efforts on our core competencies of formulation development of generic versions of
controlled-release and other pharmaceutical products as well as the, sales, marketing and distribution of both
our own and others’ generic pharmaceuticals. Our growth strategies include both internal and external efforts,
such as stratcglc alliances, collaborative agreements and acquisitions. We continue to seek agreements with
third parties that will leverage our formulation capabilities and our controlled-release technologies, including
but not lirnited to, agreements to develop combination and other products.

Led by the performances of our distribution business and our generic business, we achieved revenues of
approximately $1.1 billion in 2004. Our distribution business reported revenues of $676.4 million. Qur generic
business generated $387.7 million in revenues, of which $344.4 million related to product revenues and
$43.3 million related to licensing and royalties revenues. We launched nine generic products, including two
in-licensed - from Genpharm Inc., filed ‘14 Abbreviated’ New Drug Applications (ANDAs), received two
tentative approvals and 10 final approvals from the Food and Drug Administration (FDA). Qur brand
business generated $81.0 million in revenues, of which $77.4 million related to product revenues and
$3.5 million related to licensing and royalties revenues. We launched our Fortamet product in May 2004, and
began.marketing our cholesterol-lowering product, originally 1aunchcd in June 2002, under the new name)
Altoprev, in June 2004.

At the end of 2004, our board of directors approved a plan to divest, or seek other strategic alternatives for
our. brand pharmaceutical business, which we announced in January 2005. We engaged Banc of America
Securities LLC to solicit offers for our brand business, which is primarily a sales and marketing organization
with a limitéd number of products. This plan does not include our Entex® and Anexsia™ product lines, which
had revenues of $15.8 million and $3.8 million, respectively, for the year ended December 31, 2004. We
believe that the brand business will continue to incur operating losses until the disposition of this business is
completed. Anticipated operating losses will include charges as a result of our decision to divest our brand
business, including retention, performance incentives and severance costs, as well as contract termination
costs, including facilities and equipment leases.

On March 2, 2005, we entered into agreements with First Horizon for the sale and liéensing of certain
rights and assets related to our Fortamet and Altoprev brand pharmaceutical products. First Horizon has
agreed to pay us $50 million for Fortamet and up to $35 million for Altoprev. The amount that we may receive
from First Horizon related to Altoprev, if any, is contingent upon meeting and maintaining certain supply
requirements, as defined. We will also be entitled to receive royalties on net sales, as defined, of Fortamet and
Aloprev of 8% .and 15%, respectively. We will retain our obligation to pay a royalty to Sandoz related to
Fortamet subject to certain minimums and a maximum. We have also entered into a long-term manufacturing
and supply arrangement for Fortamet and Altoprev with First Horizon. The closing of the transaction, which is
subject to certain customary conditions including clearance under the Hart-Scott-Rodino Antitrust Improve-
ments Act, is expected to occur by May 2005. After that closing occurs, we have agreed to provide certain
transitional services to First Horizon for a period of time.

In January 2005, we notified Pfizer Inc. that we were exercising our right to terminate our supply and
distribution agreement for Cardura® XL, as a rtesult of FDA’s failure to approve Pfizer's New Drug
Application (NDA) for that product by December 31, 2004. The $10 million we previously paid to Pfizer in
connection with the execution of the agreement was refunded to us in February 2005.
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In 2004, we recorded numerous charges to cost of goods sold, including $18.7 million for production
related write-offs, $11.3 million for write-offs of pre-launch inventories, and a $14.5 million write-down of our
North Carolina facility as a result of our June 2004 determination that we would discontinue renovation of
that facility, and it is more likely than not that this facility will be sold. We also incurred charges of
approximately $8.2 million related to under-utilization and inefficiencies at our manufacturing facilities and
$3.5 million related to the impairment of our Entex product rights. While our goal in 2005 is to significaatly
reduce production write-offs, we expect to continue to experience significant charges to cost of goods sold as a
result of production related write-offs and inefficiencies at our manufacturing facilities. We will also charge
excess capacity directly to cost of goods sold until such time as the level of production meets the normal
capacity requirements subsequent to our Florida renovation.

In 2004, we also incurred $7.8 mition in litigation settlement charges, primarily a $6.0 million settlement
relating to the Altoprev name change.

Key Performance Factors

In our generic business, growth will continue to result primarily from the launch of our new products and
will be influenced by the extent of competition such products will encounter. Such growth will be offset by
reductions in price and market share of our existing products.

In our distribution business, growth will continue to be primarily a function of our participation in the
distribution of new generic products launched by others, offset by the net price declines typically associated
with the distribution of generic products over time.

Our operating results have been and continue to be highly dependent on a limited number of products,
particularly the revenues from our generic versions of Cardizem® CD and, to a lesser extent, Tiazac®,
Glucotrol XL® (currently supplied by Pfizer), and our generic versions of Claritin® products (marketed by
L. Perrigo Company as “store-brand” over-the-counter (OTC) products), as well as results of our distribution
business, which is generally reflective of the growth of the generic industry as a whole. Our future operating
results will be less dependent on revenues. from Altoprev and Fortamet and the related sales and marketing
expenses from our brand business once we close the transaction with First Horizon, and less dependent on
licensing revenues (due to the expiration of our agreements with Teva Pharmaceuticals Curacac N.V. and
Impax Laboratories, Inc. related to generic versions of Wellbutrin SR® 150mg and Zyban®). Our future
operating results may also be highly affected by production related write-offs, inefficiencies and excess
capacity at our manufacturing facilities.

Future operating results will also be dependent on the extent of operating losses our brand business incurs
until we close the transaction with First Horizon, the timing and extent of additional competition for our
existing generic products, and the timing of our launch of our future generic products, particularly our generic
versions of Concerta®, Biaxin® XL, Toprol® XL and additional oral contraceptives, and the extent of
competition that those products will face. The timing and value of generic product introductions depends on a
number of factors, including successful scale-up, receiving FDA marketing approval, satisfactory resolution of
patent litigation and Citizen Petitions, our manufacturing capabilities and capacities, our maintaining
compliance with current Good Manufacturing Practices (¢cGMP) and other FDA guidelines, competition, the
expiration of others’ patent and exclusivity rights, and various other factors described in this Annual Report on
Form 10-K, our earlier Quarterly Reports on Form 10-Q, and in our other U.S. Securities and Exchange
Commission (SEC) filings.

Cash Reguirements

Our most significant 2005 cash requirement will be for facilities, machinery and equipment related to the
expansion of our Florida manufacturing facilities. Capital expenditures are currently estimated to be
$51 million in 2005. In connection with the divestiture of our brand business, we estimate that we will incur
personnel related expenses of approximately $8.0 ‘million, including severance, performance incentives and
retention. In addition, we estimate we will incur approximately $6.5 million in other costs which consist of

40




approxir'natcly:$4.0 million in non-cash charges primarily related to potential lease impairments as well as
payments.of approximately $2.5 million for transaction costs and contract termination costs.

Our 2003 income tax return reflected a significant tax loss as the result of certain ordinary business
developinchts We bcliévc the loss is appropriate and deductible. Nevertheless, we have recorded an accrual,
which is mcluded in ‘accrued expenses and other liabilities in the Consolidated Balance Sheets, to fully offset
the resuhmg 2003 and 2004 income tax benefits of approximately $17.2 million and $24.9 million, respectively.
The rcmammg fcdcral loss carryforward of approximately $29.2 million tax effected, may be available to
reduce certam future taxable i income, which at that time may be similarly offset by an accrual for financial
repomng purposes

The Internal: Revenue Service (IRS) has begun an audit of our 2003 tax return and will likely chalienge
the 2003 tax loss. As of December 31, 2004, the accrual for this tax loss was $31.3 million and is included in
accrued expenses-and other liabilities in our Consolidated Balance Sheet. If the IRS were to prevail, we would
be required to pay an amount up to the accrual, which will include interest at the statutory rate. If we were to
prevail or settle this issue with the IRS, we would reverse all or a portion of the accrual, reduce income tax
expenses aécordi‘ngly, and pay the IRS the settlement amount, if any, including interest at the statutory rate.

Our tax accruals are analyzed periodically and adjustmcnts are made as events occur to warrant such
adjustment. It is reasonably possibie that our effective tax rate and/or cash flows may be materially impacted
by the ultimate resolution of our tax positions. o

We had $210.1 million in cash, cash equivalents and investments available-for-sale at December 31,
2004. As a result of the January 2005 termination of our supply and distribution agreement with Pfizer for
Cardura XL, Pfizer refunded $10 million to us in February 2005. In addition, we have a $185 million secured
credit fac1]1ty, of which $169 million was available as of December 31, 2004, pursuant to the borrowing base
hmxts No amounts were outstanding under this credit facility as of Deccmber 31, 2004.

Our contractua] obhgatlons are as follows:
Payment due by Period

. . ) ) Less Than 1-3 3-5 More Than
Contractual Obligations . ~+ Total 1 Year Years Years 5 Years
: , - = (8 in thousands)
Capital lease obligations.............. $1,589 $ 83 $ M6 § — § —
Operating lease obligations ........... 64,323 11,833 - 20,964 14,274 17,252
Purchiase obligations .. ............... 22,433 13,691 8,742 — —
- Other long-term liabilities reflected on _ :
the. Consohdated Balance Sheet .. ... . 10,974 - 10,210 210 554
Total ‘f .................... e $99,319  $26,387 $40,642 $14,484 $17,806

Absent a significant acquisition of a product or business or other presently unforeseen circumstances, we
anticipate that our existing capital resources and cash flows from operations will be sufficient to enable us to
maintain our operations and meet our capital expenditure requirements and other commitments through at
least the next 12 months without drawing on our credit facility.

Forward' Lookmg Statements

'Forward: lookmg statements (statcments which are not historical facts) in this report are made pursuant
to the safe harbor provisions of the Private Securities Litigation Reform Act of 1995. For this purpose, any
statements contained herein or which are otherwise made by or on behalf of Andrx that are not statements of
historical fact may be deemed to be forwaid -looking statements. Without limiting the generality of the
foregoing, words such as “may,” “will,” “to,” “plan,” “expect,” “believe,” “anticipate,” “intend,” “could,”
“would,” “estimate,” or “‘continue” or the negatxvc or other variations thereof or comparable terminology are
intended to identify forward-looking statements. Investors are cautioned that all forward-looking statements
involve risk and uncértainties, including but not limited to, our dependence on a relatively small number of
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products; licensing revenues; the timing and outcome of patent, antitrust and other litigation and future
product launches; whether we will be awarded any marketing exclusivity period and, if so, the precise dates
thereof; government regulation generally; competition; manufacturing capacities, safety issues, output and
quality processes; our ability to develop and successfully commercialize new products; the loss of revenues
from existing products; development and marketing expenses that may not result in commercially successful
products; our inability to obtain, or the high cost of obtaining, licenses for third party technologies; the
operating losses that will be incurred by our brand business while we are attempting to dispose of such
business; the consolidation or loss of customers; our relationship with our suppliers; the success of our joint
ventures; difficulties in integrating, and potentially significant charges associated with, acquisitions of
technologies, products and businesses; our inability to obtain sufficient supplies and/or active pharmaceuticals
from key suppliers; the impact of sales returns and allowances; product liability claims; rising costs and limited
availability of product liability and other insurance; the loss of key personnel; failure to comply with
environmental laws; and the absence of certainty regarding the receipt of required regulatory approvals or the
timing or terms of such approvals. Actual results may differ materially from those projected in a forward-
looking statement. We are also subject to other risks detailed herein or detailed from time to time in this
Annual Report or in our other SEC filings. Subsequent written and oral forward-looking statements
attributable to us or to persons acting on our behalf are expressly qualified in their entirety by the cautionary
statements set forth in this Annual Report and in our other SEC filings.

Readers are cautioned not to place reliance on these forward-looking statements, which are valid only as
of the date they were made. We undertake no obligation to update or revise any forward-looking statements to
reflect new information or the occurrence of unanticipated events or otherwise.

The Equity Reorganization and 2002 Conversion of Cybear Group Common Stock

Andrx was organized in August 1992 as a Florida corporation. On September 7, 2000, we completed a
reorganization whereby we acquired the outstanding equity of our Cybear Inc. subsidiary that we did not own,
reincorporated in Delaware, and created two new classes of common stock: (i) Andrx common stock to track
the performance of the Andrx Group, which then included Andrx Corporation and its wholly owned
subsidiaries, other than its ownership of the Cybear Group and (ii) Cybear common stock to track the
performance of the Cybear Group. Cybear Group then included (i) Cybear Inc. and its subsidiaries,
(ii) certain potential future Internet businesses of Andrx Corporation, and (iii) certain operating assets of
AHT Corporation. Mediconsult.com, Inc. and its subsidiaries were added to the Cybear group following our
acquisition by merger of Mediconsult.com, Inc., in April 2001.

On May 17, 2002, each share of Cybear commeon stock was converted into 0.00964 of a share of Andrx
common stock resulting in the issuance of approximately 65,000 shares of common stock. The 2002 Cybear
conversion included a 25% premium on the value of Cybear common stock as provided by the terms of our
Certificate of Incorporation. Subsequent to the conversion we have only one class of common stock
outstanding.

CRITICAL ACCOUNTING POLICIES AND ESTIMATES

Our significant accounting policies are described in Note 2 to the Consolidated Financial Statements,
which have been prepared in accordance with accounting principles generally accepted in the United States.
The preparation of these consolidated financial statements requires us to make estimates and judgments that
affect the reported amounts of assets, liabilities, revenues and expenses, and the related disclosure of
contingent assets and liabilities. On an on-going basis, we evaluate our estimates, including but not limited to
those related to:

+ revenue recognition, including sales returns and allowances,
«» allowance for doubtful accounts receivable,
+ inventories and cost of goods sold,

+ useful life or impairment of goodwill and other long-lived assets,
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« litigation settlements and related accruals,
s income taxes, and
« self-insurance programs.

We base our.estimates on, among other things, currently available information, our historical experience
and various, assumptions, which together form the basis of making judgments about the carrying values of
assets and’ liabilities that are not readily apparent from other sources. Although we believe that our
assumptions are reasonable under the circumstances, estimates would differ if different assumptions were
utlhzed and thcsc estlmates may prove in the future to have been inaccurate.

We believe the following critical accounting policies affect our more significant judgments and estimates
used in the preparation of our consolidated financial statements:

Revenue Recognition, including Sales Returns and Allowances (SRAs)

Andrx’s. distributed product revenues are revenues derived from the sale of pharmaceutical products
purchased from third parties, including generic products sold on behalf of our unconsolidated joint ventures.
Andrx product revenues include Andrx’s generic and brand product revenues. Andrx generic product revenues
are revenues derived from the sale of generic products either manufactured by us pursuant to our ANDAs or
sold with our New Drug Code (NDC), exc luding generic products sold on behalf of our unconsolidated joint
ventures. Andrx 'brand product revenues are revenues derived from the sale of branded products either
manufaéturéd byl us pursuant to our NDA or sold with our NDC.

Rcvcnues from our distributed products and the related cost of goods sold are recogmzed at the time the
product is accepted by our customers.

Revenues from our generic and brand products and the related cost of goods sold are recognized after
products are accepted by our customers and are based on our estimate of when such products will be pulled
through the distribution channel. We do not recognize revenue and the related cost of goods sold where we
believe the customer has more than a reasonable level of inventory, taking into account, among other things,
historical prescription data provided by external independent sources, projected prescription data, historical
purchases and demand, incentives granted to customers, customers’ right of return, competing product
introductions and our product inventory levels in the distribution channel, all of which we periodically
evaluate. As a result, $1.3 million and $5.7 million of deferred revenue related to our brand business was
included in the December 31, 2004 and 2003 Consolidated Balance Sheets, respectively.

Allowances against sales for estimated discounts, rebates, returns, chargebacks, shelf stock adjustments
and other SRAs ar¢ established by us concurrently with the recognition of revenue. Accruals for these SRAs
are presented in the Consolidated Balance Sheets as reductions to accounts receivable, net or within accrued
expenses and other liabilities.

Our most'signiﬁcam SRAs vary depending upon the business segment. In our distribution business, our
most significarit, SRAs are for estimated returns, discounts and rebates. SRAs for estimated discounts and
rebates- have historically been predictable and less subjective. In our generic business, our most significant
SRAs are for €stimated discounts, customer and Medicaid rebates, returns, chargebacks and shelf stock
adjustments. Of these estimates, the estimates for returns, chargebacks and shelf stock adjustments are more
subjective-and, ¢onsequently, may be more variable, In our brand business, our most significant SRAs are for
estimated discounts, returns, Medicaid rebates and managed care rebates. Of these estimates, the estimates
for returns are more subjective and, therefore, may be more variable.

.SRAs are established based upon consideration of a variety of factors, including, but not limited to,
prescription data, inventory reports and other information received from our customers and other third parties,
our customers’ right of return, historical information by product, the number and timing of competitive
products approved for sale, both historically and as projected, the estimated size of the market for our
products, .current -and projected economic conditions, anticipated future product pricing, future levels of
prescriptions for our products and analysis that we perform. We believe that the sales allowance accruals are
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reasonably determinable and are based on the information available at that time to arrive at our best estimate
of the accruals. The key assumptions we use to arrive at our best estimate of the accruals for SRAs are our
estimates of inventory levels in the distribution channel, future price changes and potential returns, as well as
historical information by product. Our estimates of prescription data, inventory at customers and in the
distribution channel are subject to the inherent limitations of estimates that rely on third party data, as certain
third party informaticn may itself rely on estimates, and reflect other limitations. Actual product returns,
chargebacks, shelf stock adjustments and other SRAs incurred are dependent upon future events. We
periodically monitor the factors that influence SRAs and make adjustments to these provisions when we
believe that actual product returns, chargebacks, shelf stock adjustments and other SRAs may differ from
established allowances. If conditions in future periods change, revisions to previous estimates may be required,
potentially in significant amounts. Changes in the level of provisions for estimated product returns,
chargebacks, shelf stock adjustments and other SRAs will affect revenues.

Accruals for estimated rebates and discounts are estimated based on historical payment experience,
historical relationship to revenues and contractual arrangements. We believe that such accruals are readily
determinable due to the limited number of assumptions involved and the consistency of historical experience.
As discussed below, accruals for estimated returns, chargebacks, and shelf stock adjustments involve more
subjective judgments and are more complex in nature.

Returns — Consistent with industry practice, we maintain a return policy that allows our customers to
return product within a specified period both prior and subsequent to the product’s expiration date. Our
estimate of the provision for returns is based upon our historical experience with actual returns and estimated
levels of inventory in the distribution channel. We periodically monitor the factors that influence our provision
for returns and make adjustments to the provision when we believe that actual product returns may differ from
our established reserves. These adjustments may occur over a prolonged period of time.

In our distribution business, our return allowances as a percentage of gross sales were 0.8%, 1.1% and
1.1% for the years ended December 31, 2004, 2003 and 2002, respectively. If our 2004 distribution return
allowances as a percentage of gross revenues were to differ by 10% from our estimates, our distribution
business return allowances for the year ended December 31, 2004 would change by $574,000. In our generic
product business, our return allowances as a percentage of gross sales were 1.6%, 1.8% and 2.2%, for the years
ended December 31, 2004, 2003 and 2002 respectively. If our 2004 generic return allowances as a percentage
of gross revenues were to differ by 10% from our estimates, our generic business return allowances for the year
ended December 31, 2004 would change by $783,000. In our brand product business, our return allowances,
excluding market withdrawals and recalls, as a percentage of gross sales were 1.4% and 2.8%, for the years
ended December 31, 2004 and 2003 respectively. If our 2004 brand return allowances as a percentage of gross
revenues were to differ by 10% from our estimates, our brand business return allowances for the year ended
December 31, 2004 would change by $149,000.

Chargebacks — We enter into agreements with certain pharmacy chains and other customers to establish
contract pricing for certain of our products, which these entities purchase from the wholesaler of their choice.
Alternatively, we enter into agreements with certain wholesalers to establish contract pricing for certain
products that the wholesaler will agree to place in their preferential pricing programs. Under either form of
agreement, we will provide our customers with a credit, known as a chargeback, for an amount equal to the
difference between our agreed upon contract price and the price we previously invoiced to the wholesaler. The
provision for chargebacks is based on our estimate of wholesaler inventory levels, and the expected sell-
through of our products by the wholesalers at the contract price, based on historical chargeback experience
and other factors. Our estimates of inventory levels at the wholesalers are subject to inherent limitations, as
they rely on third party data, and their data may itself rely on estimates, and be subject to other limitations.
We periodically monitor the factors that influence our provision for chargebacks, and make adjustments when
we believe that actual chargebacks may differ from established allowances. These adjustments occur in a
relatively short period of time.

As of December 31, 2004, our chargeback accrual as a percentage of our estimate of generic product
inventory levels at wholesalers was 19%, based on historical experience, our estimate of wholesaler inventory
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levels and the expected sell-through of our generic products by the wholesalers at the contract price. In 2004,
the accrual as a percentage of our estimate of generic product inventory levels at wholesalers has ranged from
16% to 23%. If actual chargeback rates as a percentage of the inventory levels at wholesalers or our estimate of
wholesaler inventory levels were to differ by 10% from the rates or levels used in our provision estimate, the
impact on our chiargeback accrual as of December 31, 2004 would be $324,000.

Shelf Stock Adjustments — Shelf stock adjustments are inventory credits we issue to our customers to
reflect decreases in the selling prices of our generic products. These adjustments are based upon the amount of
product that our customers have remaining in their inventories at the time we decide to reduce the selling
 price of our product, generally as a result of market conditions, and not pursuant to contractual arrangements
with customers. These inventory credits allow customers with existing inventories to compete with those
buying product at the current market price, and allows us to maintain shelf space, market share and customer
loyalty. Amounts recorded for estimated shelf stock adjustments are based on estimated launch dates of
competing products, estimated declines in market price and estimates of inventory held by the customer.
These estimates are subject to inherent limitations, as they both rely on third party data and our judgment of
the likelihood of future events and the likely impact of those events. We periodically monitor these and other
factors that influence our provision for shelf stock adjustments and make adjustments when we believe that
actual shelf stock adjustments may differ from established allowances.

As of December 31, 2004, our generic business shelf stock adjustment accrual is based on estimated
declines in market price by product ranging from 2% to 25% and estimated levels of inventory at customers by
preduct ranging from approximately one month to two and one half months on average. If actual declines in
market price were to differ by 5% on average from our estimates, the impact on our generic business shelf
stock adjustmcnt accrual as of December 31, 2004 would be $2.3 million. If actual levels of inventory at
customers were to differ by 10% from our estimates, the impact on our generic business shelf stock adjustment
accrual as of December 31, 2004 would be $876,000.

In our brand business, there are a limited number of large customers. These customers may attempt to
modify the terms by which we have historically done business, such as through the imposition of service fees
and/or additional concessions. During the years ended December 31, 2004, 2003 and 2002, approximately
75%, 69% and 70%, respectively, of our brand product shipments were made to four customers.

When other parties market our products or when we are entitled to revenues from the sale of their
products, we recognize revenue based on information supplied by the other parties related to shipment to, and
their customers’ acceptance of, the products, less estimates for SRAs. We receive periodic reports from the
other parties that support the amount of revenue we recognize, and amounts recognized are then compared to
the cash subsequently remitted to us. The revenues we report are subject to several estimates, similar to those
we experience with the sales of our products. We periodically monitor the factors that influence SRAs and
conduct i mqumes of the- other parties regarding these estimates, Such estimates are revised as changes become
known

When we receive licensing and royalties revenues, we recognize those revenues when the obligations
associated with the earning of that revenue have been satisfied, based upon the terms of the contract. If
obligations associated with the earning of that revenue remain, we will defer all or a portion of the payment,
whether or not it is refundable, and recognize such amount over future periods after the remaining services
have been rendered or delivery has occurred and the amounts are fixed or determinable.

When we enter into revenue arrangements with multiple deliverables, we divide the deliverables into
separate units of accounting. If there is objective and reliable evidence of fair value for all units of accounting,
the arrangement consideration is allocated to the separate units based on their relative fair values. If there is
no reliable and objectxve evidence of fair value for a delivered item, but there is objective and reliable evidence
of fair value for the undelivered item(s), the amount of consideration allocated to the delivered item equals
the total arrangement consideration less the aggregate fair value of the undelivered item(s).
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Allowance for Doubtful Accounts Receivable

We maintain an allowance for doubtful accounts receivable for estimated losses resulting from our
inability to collect from customers. As of December 31, 2004, our accounts receivable, net totaled
$144.0 million, including an allowance for doubtful accounts receivable of $4.7 million. Accounts receivable
generated from our distribution business are generally of relatively small amounts from a large number of
customers. Accounts receivable generated from our generic and brand businesses are generally of relatively
larger amounts and from a smaller number of customers. In extending credit, we assess our customer’s credit
worthiness by, among other factors, evaluating the customer’s financial condition, credit history and the
amount involved, both initially and on an ongoing basis. Collateral is generally not required. In evaluating the
adequacy of our allowance for doubtful accounts receivable, we primarily analyze accounts receivable
balances, the percentage of accounts receivable by aging category, and historical bad debts and also consider,
among other things, customer concentrations, customer credit-worthiness, and changes in customer payment
terms or payment patterns. If the financial conditions of our customers were to deteriorate, resulting in an
impairment of their ability to make payments or our ability to collect, an increase to the allowance may be
required. Also, should actual collections of accounts receivable be different than our estimates included in the
determination of our allowance, the allowance would be increased or decreased through charges or credits to
selling, general and administrative (SG&A ) ¢xpenses in the Consolidated Statements of Income in the period
in which such changes in collection become known. If conditions change in future periods, additional
allowances or reversals may be required. Such additional allowances or reversals could be significant.

In August 2002, we learned that an employee had made numerous improper entries that affected the
aging of certain customer dccounts receivable and, accordingly, the adequacy of our allowance for doubtful
accounts receivable. After extensive investigation and analysis, including discussions with certain customers
regarding past due amounts, management determined that our provision for doubtful accounts receivable
included in SG&A was understated for the years ended 2001, 2000 and 1999, by an aggregate amount of
$4.0 million. After consideration of all of the facts and circumstances, we recognized the full amount of the
$4.0 million prior period misstatement in the second quarter of 2002, as we believed it was not material to any
period affected.

Activity in the allowance for doubtful accounts receivable is as follows:
Years Ended December 31,

2004 2003 2002
) ($ in thousands)
Beginning of year ..... ...t $ 7,734 § 15495 § 7,663
Provision for (recoveries of) allowance for doubtful accounts
receivable . ... L e (273) 4,340 13,178
Write-offs, net .. ... (2,758) (12,101) _(5,346)
End of Year .. ....oouniriti i $ 4703 § 7,734 $15,495

In 2004, our allowance for doubtful accounts benefited from a reduction in the provision for doubtful
accounts due to the favorable resolution of disputed customer deductions that had been provided for in 2003
and 2002. The allowance for doubtful accounts decreased in 2003 primarily due to the write-off of accounts
whose collection had been deemed doubtful in 2002. The 2003 provision also benefited from the settlement of
certain accounts that had been provided for in 2002, Qur allowance for doubtful accounts increased
significantly in 2002 due to the increase in our provision for doubtful accounts as a result of the matter
discussed above.

Inventories and Cost of Goods Sold

Inventories consist primarily of finished goods held for distribution, and raw materials, work-in-process
and finished goods of our generic and brand products. As of December 31, 2004, we had $197.3 million in
inventories. Inventories are stated at the lower of cost (first-in, first-out) or market. We evaluate lower of cost
or market separately for commercial and pre-launch inventories. Cost of inventories held for distribution is
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based: on -purchase price, net of vendor discounts, rebates and other allowances, but excludes shipping,
warehousing and distribution costs, which are expensed as incurred and reported as SG&A expenses. In
evaluating whether inventory is stated at the lower of cost or market, management considers such factors as
the amount of inventory on hand and in the distribution channel, the estimated time required to sell such
inventory,”rcmaining shelf life and current and expected market conditions, including levels of competition. As
appropriate, provisions through cost of goods sold are made to reduce inventories to their net realizable value.
If condmons change in future periods, additional allowances may be required. Such additional allowances
could b¢, significant.

Pre-Launch Inventories

,From time to time, we have made, are in the process of making or may make commercial quantities of
our product candldatcs prior to the date that we anticipate that such products will receive FDA final marketing
approval and/or satisfactory resolution of the patent infringement litigation, if any, involving them
(i.e. pre-launch inventories). Each of our ANDA submissions is made with the expectation that (i) the FDA
will approve the marketing of the product therein described, (ii) we will validate our process for manufactur-
ing that ANDA product within the specifications that have been or will be approved by the FDA for such
product, (iil) we will prevail in any patent infringement litigation involving our ANDA product, and (iv) a
future :economic benefit will be derived from the commercialization of our ANDA product. All of these
expectations are reconfirmed in connection with our determination to build pre-launch quantities of that
product, and to capitalize such cost as inventory.

Thcre are ‘typically few risks and uncertainties concerning market acceptance of our ‘approved generic
products ‘because the brand product has an established demand, and our lower priced product may be
substituted for that referenced brand product. Therefore, we will generally seek to have launch quantities of
our product available for shipment on the day we obtain the ability to prudently market our product
(ie., without undue patent infringement or other risks). This requires us to, among other things, begin to
validate our manufacturing processes in accordance with FDA regulations well before the date we anticipate
our product will be approved, and may entail a “scale-up” process. The scale-up process allows us to modify
the equipment and processes employed in the manufacture of our product to increase our manufacturing lot
S1z2€8.

Scale-up activities are expensed, including the raw material used in such activities. Direct and indirect
manufacturing costs incurred during the manufacture of the validation lots (which are permitted to be sold) as
well as the manufacture of additional product to meet estimated launch demand are capitalized. In evaluating
whether it is probable that we will derive future economic benefits from our pre-launch inventories and
whether'the pre-launch inventories are stated at the lower of cost or market, we take into consideration, among
other 'things, the remaining shelf life of that inventory, the current and expected market conditions, the
amount of inventory on hand, the substance of communications with the FDA during the regulatory approval
process and the views of patent and/or litigation counsel. We also consider potential alternative uses for our
pre-launch inventories that are in the form of raw material, such as returning those materials to the vendor,
and/or reselling them to other companies. As appropriate, provisions through cost of goods sold are made to
reduce pre-launch inventories to their net realizable value. Production of pre-launch inventories involves the
risk that FDA may not approve such product(s) for marketing on a timely basis, if ever, that each approval
may. require additional or different testing and/or specifications than what was performed in the manufacture
of such pre- -launch inventory, and/or that the results of related litigation may not be satisfactory. If this risk
were 1o0.materialize or the launch of such product is significantly postponed, additional allowances may be
required. Such additional allowances could be material. Generally, pre-launch inventories related to publicly
disclosed product candidates are separately identified except in circumstances which we believe would place
us at a competitive disadvantage to do so.
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As of December 31, 2004 and 2003, we had pre-launch inventories pending final FDA approval and/or
satisfactory resolution of litigation broken down as follows:
December 31,

2004 2003

(% in thousands)
Raw Materials. . .ottt e e $ 7,603 $ 9,232
WOTK N PTOCESS « - oo ottt et e e et 2,623 2828
Finished goods . ........ oo 1,519 397

$11,745  $12,457

Pre-launch inventories as of December 31, 2004 consist primarily of our generic version of Concerta,
which we currently believe will receive final FDA approval in 2005. Pre-launch inventories as of December 31,
2003 include $10.6 million of our generic version of Concerta and products approved and/or launched
subsequent to December 31, 2003. Shelf lives of pre-launch inventories generally exceed one year.

Charges to Cos;t of Goods Seld

The following table summarizes charges to cost of goods sold associated with production related write-
offs, write-offs of pre-launch inventories, impairment charges, and under-utilization and inefficiencies related
to the manufacture of our products and product candidates:

Years Ended December 31,

2004 2003 2002
(8 in thousands)

Production related write-offs .. ...... .. ... .. ... ... $18,712  $11,509 § 12,246
Write-offs of pre-launch inventories ............ e 11,319 6,903 66,779
Impairment charges:

North Carolina facility ............. ... ...t 14,535 — —

Entex product rights .. ................... . ... .. ... .. 3,500 — —

Massachusetts facility, inventory and severance ............ — 7,851 11,750

Florida machinery and equipment. ....................... — 3,946 —
Under-utilization and inefficiencies of manufacturing operations:

Florida and North Carolina facilities ..................... 8,199 4,650 5,838

Massachusetts aerosol facility ........................... — 4,264 7876

$56,265  $39,123  $104,489

Production related write-offs represent inventory write-offs at our manufacturing facilities. For the year
ended December 31, 2004, write-offs of pre-launch inventories included $4.5 million of our generic version of
Concerta (as a result of the delay caused by a Citizen Petition filed with FDA and changes in the in-process
testing that were subsequently required by FDA) and $4.2 million of our generic version of Accupril (as a
result of raw material issues). For the year ended December 31, 2003, write-offs of pre-launch inventories
primarily related to our generic versions of Wellbutrin SR/Zyban (which was not approved by FDA because
of expiration dating issues), placed into production in 2003. For the year ended December 31, 2002, write-offs
of pre-launch inventories included a $41.2 million charge for our generic versions of Prilosec® (as a result of
an adverse district court decision) and a $21.5 million charge related to our generic versions of Wellbutrin
SR/Zyban (which was not approved by FDA because of expiration dating issues) (see Note 17 of Notes to
Consolidated Financial Statements).
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Useful life or Impairment of Goodwill and Other Long-Lived Assets
Goodwil]

Under the purchase method of accounting for acquisitions, goodwill represents the excess of purchase
price over the fair value of the net assets acquired. As of December 31, 2004, we had $34.0 million of goodwill
consisting of $7.7 million from the acquisition of Valmed Pharmaceuticals, Inc. in March 2000 and
$26.3 million from the acquisition of CTEX Pharmaceuticals, Inc. in January 2001. The CTEX goodwili is
included in assets held for sale in the Consolidated Balance Sheets. Goodwill is subject to at least an annual
assessment for impairment in value by applying a fair value based test. Any applicable impairment loss is the
amount, if any, by which the implied fair value of goodwill is less than the carrying value. Accordingly, if there
is a change in the value of the goodwill we acquired, impairment charges may be required. Such additional
charges could be significant. In the event that we integrate an acquired business unit into our other operations,
as we did with. CTEX into our brand business, the acquired business and its related goodwill are combined
with our other operdtions, and the potential impairment is evaluated in relation to the business unit as a whole.

Other Intangible Assets

Product rights acquired from other pharmaceutical companies, either separately or through an allocation
of the price paid for the acquisition of an entity (included in other intangible assets), are being amortized over
a period ranging from two to eight years. Other intangible assets also include patents relating to electronic
prescription processes, which are being amortized over a period of 14 years. We established these amortization
periods based on our estimate of the period the assets would generate positive cash flows. If conditions change,
we may decrease the.estimated amortization period. Amortization is provided using the straight-line method
over the estimated useful life. Intangible assets are reviewed for impairment whenever events or changes in
circumstances indicate that the carrying amount of an asset may not be recoverable. If conditions in future
periods change, additional allowances may be required, which could be significant.

As of December 31, 2004, we had $7.1 million of other intangible assets, net which consisted primarily of
$1.1 million related to patents for our electronic prescription process and $4.5 million and $1.3 million for
product rights related to the Entex and Anexsia product lines, respectively. Additionally, we had $3.9 million
for product rights related to Fortamet classified as assets held for sale in the 2004 Consolidated Balance Sheet.

Impairment Charges

In June 2004, we recorded a $14.5 million write-down of our North Carolina facility as a result of our
June 2004 determination that we would discontinue rencvation of our North Carolina facility. As we believe
that it is more likely than not that this facility will be sold, we reduced the carrying value of this facility to an
amount equal to its estimated fair value based on independent appraisals, resulting in a $14.5 million
impairment charge to cost of goods sold.

" As aresult of the FDA approval of an NDA for an OTC product containing the same active ingredients
as ‘our Entex PSE prescription product, we recorded a charge of $3.5 million to cost of goods sold related to
the impairment of our Entex product rights in June 2004, representing the difference between the carrying
amount and the fair value of the Entex product rights based on the present value of estimated future cash
flows. According to FDA guidance, once the FDA approves a version of any product that is presently
permitted to be on the market and sold by prescription without an approved ANDA or NDA, similar
unapproved drug products, such as our Entex product line, may be subject to FDA action. It is unclear
whether FDA will permit a grace period for the continued sale of Entex PSE or, if granted, how long such
grace period will be. As a result of the uncertain continued viability of our Entex line of products, including
Entex LA, we changed the amortization of our Entex product rights from its original 10-year period on a
straight-line basis. In July 2004, we began amortizing the remaining carrying amount of our Entex product
rights oveér 18 months and the amortization expense related to our Entex product rights increased by
$3.1 million to $4.5 million on an annual basis. We will continue to periodically assess the unamortized portion
of our Entex product rights and inventories ($4.5 million and $50,000, respectively, as of December 31, 2004)
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and the useful life of our Entex product rights whenever events or changes in circumstances indicate that the
carrying amount of our Entex product rights may not be recoverable.

As a result of our determinations to no longer commit additional resources and divest our Massachusetts
aerosol manufacturing operation, in 2003 and 2002, we recorded to cost of goods sold charges of $7.9 million
and $11.8 million, respectively, related to an excess facilities lease, related leasehold improvements, excess
aerosol product inventories, and equipment and severance at that operation, which we sold in October 2003.

We recorded a charge of $7.8 million for the impairment of goodwill and certain intangible assets related
to Physicians’ Online (POL) in 2002. That charge was the result of our belief that the future benefits
previously associated with this transaction no longer existed following our decision to not commit additional
resources to POL, to seek the sale of POL and our evaluation of the goodwill and intangible assets arising from
the acquisition of Mediconsult and its subsequent integration into Andrx. In December 2003, we sold our POL
web portal operations for $2.0 million. '

Assets and Liabilities Held For Sale

We utilize the provisions of Statement of Financial Accounting Standards (“SFAS”) No. 144,
“Accounting for the Impairment or Disposal of Long-Lived Assets,” which requires a long-lived asset or a
disposal group to be disposed of by sale to be classified as “held for sale” when all of the criteria for a
qualifying plan of sale are met and to measure the long-lived asset or disposal group at the lower of its carrying
amount or fair value less cost to sell. At the end of 2004, our board of directors approved a plan to divest, or
seck other strategic alternatives for our brand pharmaceutical business, which is primarily a sales and
marketing organization with a limited number of products. The assets and liabilities of the brand pharmaceuti-
cal business to be divested pursuant to this plan (which does not include our Entex and Anexsia product lines)
have been measured at the lower of their carrying amounts or fair value less costs to sell and have been
classified as assets held for sale and liabilities held for sale, respectively, in our December 31, 2004 and 2003
Consolidated Balance Sheets. As of December 31, 2004, we have ceased depreciating and amortizing the
long-lived assets included in assets held for sale.

Litigation Settlements and Related Accruals

We account for the exposure of our various litigation matters under the provisions of SFAS No. 5
“Accounting for Contingencies”, which requires, among other things, an exposure to be accrued with a charge
to our Consolidated Statements of Income when it becomes probable and can be reasonably estimated. No
accrual or disclosure of legal exposures judged to be remote is required. The exposure to legal matters is
evaluated and estimated, if possible, following consultation with legal counsel. Such estimates are based on
currently available information and, given the subjective nature and complexities inherent in making these
estimates, the ultimate outcome of our legal matters may be significantly different than the amounts
estimated, We disclose possible significant exposure for legal matters in Note 17 and litigation settlements and
other charges in Note 18 of our Notes to Consolidated Financial Statements.

Our litigation related charges were $7.8 million in 2004, primarily consisting of settlement costs related to
the Kos Pharmaceuticals trademark litigation and the Alpharma USPD Inc. breach of contract litigation,
$8.8 million in 2003, including the negotiated settlement of an obligation to one of our law firms with respect
to our generic version of Tiazac, and $65.0 million in 2002, which was our estimate of the amount required to
reach a settlement of our Cardizem CD antitrust litigation.

Income Taxes

The provisions of SFAS No. 109, “Accounting for Income Taxes”, require, among other things,
recognition of future tax benefits measured at enacted rates attributable to the deductible temporary
differences between the financial statement and income tax bases of assets and liabilities and to benefit
deferred tax assets to the extent that the realization of such benefits is “more likely than not”. Under the
provisions of SFAS No. 109, deferred income tax assets and liabilities are determined based on the difference
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between the financial statement and tax bases of assets and liabilities, using enacted tax rates in effect for the
year-in which the differences are expected to reverse.

We record a valuation allowance to reduce our deferred income tax assets to the amount that is more
likely than not to be:realized. As of December 31, 2004, we had deferred income tax assets totaling
$58.5 million; of which $599,000 pertains to the brand business to be divested and is included in assets held for
sale. We have considered our ability to carry back certain net operating losses, future taxable income and
ongoing prudent and feasible tax planning strategies and have determined that no valuation allowance is
necessary on our deferred income tax assets. In the event that we were to determine that we would not be able
to realize all or part of our deferred income tax assets in the future, an adjustment to the valuation allowance
would be charged to the Consolidated Statement of Income in the period such determination was made.

Our future effective tax rate is based on estimates of expected income and enacted statutory tax rates, as
applied to our operations. Significant judgment is required in making these determinations and the ultimate
resolution of our tax return positions. Despite our belief that our tax return positions are correct, our policy is
to establish accruals for tax contingencies that may result from examinations by tax authorities.

" Our 2003 income tax return reflected a significant tax loss as the result of certain ordinary business
dcvélbpmcnts.]'Wc believe the loss is appropriate and deductible. Nevertheless, we have recorded an accrual,
which is included ini accrued expenses and other liabilities in the Consolidated Balance Sheets, to fully offset
the rcsuiting 2003 and 2004 income tax benefits of approximately $17.2 million and $24.9 million, respectively.
The remaining federal loss carryforward of approximately $29.2 million tax effected, may be available to
reduce certain. future taxable income, which at that time may be similarly offset by an accrual for financial
reportmg purposes

The IRS- has begun an audit of our 2003 tax return and will llkely challenge the 2003 tax loss. As of
December 31,-2004,. the accrual for this tax loss was $31.3 million and is included in accrued expenses and
other liabilities in our Consolidated Balance Sheet. If the IRS were to prevail, we would be required to pay an
amount up to the accrual, which will include interest at the statutory rate. If we were to prevail or settle this
issue with the IRS, we would reverse all or a portion of the accrual, reduce income tax expenses accordingly,
and pay the IRS the settlement amount, if any, including interest at the statutory rate.

The IRS is-in the process of concluding its audit for the years 1999 through 2002. During those years,
despite our belief that our tax return positions were correct, we established accruals for tax contingencies that
may become payable in the event our positions are not upheld. During 2004, the IRS proposed a settlement of
certain matters related to this audit, to which we agreed, and we reversed $7.9 million of tax accruals related to
these contingencies. As of December 31, 2004, we had remaining accrued tax contingencies of $22.9 million
included in accrued expenses and other liabilities in the Consolidated Balance Sheet.

- Our tax accruals-are analyzed periodically and adjustments are made as events occur to warrant such
adjustment. It is reasonably possible that our effective tax rate and/or cash flows may be materially impacted
by the ultimate resolution of our tax positions.

Self-Insurance Programs

We maintain self-insured retentions and deductibles for some of our insurance programs and limit our
exposure to claims by maintaining stop-loss and/or aggregate liability coverages. The estimate of our claims
liability, which may be material, is subject to inherent limitations as it relies on our judgment of the likely
ultimate ‘costs that will be incurred to settle reported claims and unreported claims for incidents incurred but
not reported as of the balance sheet date. When estimating our liability for such claims, we consider a number
of factors, including, but not limited to, self-insured retentions, deductibles, historical claim experience,
demographic factors, severity factors and maximum claims exposure. If actual claims exceed these estimates,
additional charges may be required.
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ANDRX CORPORATION AND SUBSIDIARIES

CONSOLIDATED SELECTED FINANCIAL DATA

The following summary historical financial information is based on our consolidated audited financial
statements, including the consolidated audited financial statements for the years ended December 31, 2004,
2003 and 2002, included elsewhere herein. Qur consolidated audited financial statements for the years ended
December 31, 2004, 2003, 2002 and 2001, have been audited by Ernst & Young LLP, our current independent
registered public accounting firm. Our consolidated financial statements for the year ended December 31,
2000 were audited by Arthur Andersen LLP, our former independent auditors.

STATEMENTS OF OPERATIONS
DATA(1)

Revenues:

Distributed products..................
Andrx products.............. ... ...
Licensing and royalties ...............
Other ...t
Total revenues ...
Costof goodsseld .....................

Grossprofit . ..............o. L.

Operating expenses:

- Selling, general and administrative(2). ..
Research and development ............
Litigation settlements & other charges ..

Total operating expenses ............

Income (loss) from operations.......

Other income (expense):
Equity in earnings (losses) of joint

27511 {110 ¢ SO
Interest income. ........cvvivnnnn...
Interest expense .....................
Gainonsaleofassets ................
Minority interest in Cybear............

Income (loss) before income taxes ...

Provision (benefit) for income taxes ......

Net income (loss) .................

Years Ended December 31,

2004 2003 2002 2001 2000
($ in thousands, except for share and per share amounts)
$ 676312 $ 657,098 $ 534,618 $ 495241 329,110
421,763 301,652 209,407 229,003 175,428
46,765 80,080 17,340 13,648 14,966
247 7,508 9,615 11,149 456
1,145,087 1,046,338 770,980 749,041 519,960
799,714 704,212 623,399 433,834 306,508
345,373 342,126 147,581 265,207 213,452
209,003 213,274 189,923 141,082 77,477
40,505 52,235 51,479 52,846 45,467
7,800 8,750 72,833 14,759 7,322
257,308 274,259 314,235 208,687 130,266
88,065 67,867 (166,654) 56,520 83,186
4,504 5,135 3,697 1,025 (1,202)
4,060 2,242 5,420 11,386 13,039
(2,567) (2,641) (200) —_ (767)
— 5,605 5,094 — —
— —_ — — 4,146
94,062 78,208 (152,643) 68,931 98,402
28,403 30,031 (60,826) 31,385 39,870
$ 65659 S 48177 § (91817) § 37,546 58,532
(Continued)
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ANDRX CORPORATION AND SUBSIDIARIES

CONSOLIDATED SELECTED FINANCIAL DATA (Continued)

Years Ended December 31,
2004 2003 2002 2001 2000
(3 in thousands, except for share and per share amounts)

[_—

EARNINGS (LOSS) PER SHARE:

ANDRX GROUP COMMON
STOCK(3) (4] _

Net income (loss) allocated to Andrx
Group (including Cybear Group from
January 1, 2000 through September 6,
2000 & May 18, 2002 through

Decernber 31,2004} ................. $ 65,659 $§ 48,177 $§ (B5873) $ 72,862 § 66,873
Premium on Conversion of Cybear Group :
common stock.: ... .. ... — — (526) — —
Total net incomé (loss) allocated to . .
Andrx Group. ...l $ 65659 § 48,177 § (86,399) § 72,862 § 66873

Net income (loss) per share of Andrx
Group common stock

v

Q.67

Basic ...... TR $ 090 § (122) $ 104 $ 099
Diluted................ooiiii $ 089 § 066 § (122) § 1.01 § 0.95
Weighted average shares of Andrx Group
commeon stock cutstanding
Basic ..... e 72,740,000 71,892,000 70,876,000 69,998,000 67,756,000
Diluted. ..................... e 73,530,000 72,655,000 70,876,000 72,243,000 70,456,000
CYBEAR GROUP COMMON
STOCK (4)(5)."
Net loss allocated to Cybear Group (from
September 7, 2000 through May 17,
2002) i s ‘ $ (5944) § (35316) $ (8,341)
Premium on Conversion of Cybear Group
common stock. . ....... ... 526 — —
Total net loss allocated to Cybear
Group ........ e $  (5418) § (35316) $ (8341
Basic and dilutéd net loss per share of '
Cybear Group common stock .......... $ (0.80) § (6.09) $ (2.19)
Basic and diluted weighted average shares
of Cybear Group common stock '
outstanding ......... ...l 6,743,000 5,802,000 3,801,000
(Continued)
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ANDRX CORPORATION AND SUBSIDIARIES

CONSOLIDATED SELECTED FINANCIAL DATA (Continued)

December 31,
2004 2003 2002 2001 2000
(S in thousands)

BALANCE SHEET DATA(1)

Cash and cash equivalents .. ....................... $ 42,290 § 67,498 § 26,741 § 15241 § 48,059
Investments available-for-sale ...................... 167,777 137,625 70,923 230,183 288,750
Total assets ............. e e 989,713 958,446 789,479 789,214 669,416
Retained earnings ......... ...t 197,874 132,215 84,038 176,381 138,835
Total stockholders’ equity..................... ... 698,761 622,901 565,707 647,894 559,797
(1) Certain prior year amounts have been reclassified to conform to the current year presentation. We

(2)

reclassified from cash and cash equivalents to investments available-for-sale $42,750, $9,050, $47,070,
and $67,550 as of December 31, 2003, 2002, 2001, and 2000, respectively. We reclassified royalties on our
generic version of Cardizem CD from selling, general and administrative to cost of goods sold in the
amounts of $3,811, $3,330, $4,239 and $5,033 for the years ended December 31, 2003, 2002, 2001, and
2000, respectively.

In 2002, Andrx adopted Statement of Financial Accounting Standards No. 142 “Goodwill and Other

- Intangible Assets” which resulted in goodwill no longer being subject to amortization. Goodwill
" amortization expense in 2001 and 2000 was $4,967 and $1,850, respectively.

(3)

(4)

(3)

Andrx Group share and per share amounts reflect Andrx’s March 2000 two-for-one stock split of Andrx
common stock effected in the form of 100% stock dividends.

Effective May 17, 2002, all outstanding shares of Cybear Group common stock were converted to Andrx
Group common stock. For periods subsequent to the May 2002 conversion, Andrx will only report
earnings (loss) per share for Andrx Group common stock, which includes all of the former Cybear
operating results from the effective date. of the May 2002 conversion, and will no longer report separate
earnings (loss) per share for the former Cybear Group common stock.

The basic and diluted weighted average shares of Cybear common stock outstanding and diluted net loss

" per share of Cybear common stock, included herein for the period from January 1, 2002 to May 17, 2002,

and years ended December 31, 2001 and 2000, reflect the July 31, 2001 one-for-four reverse stock split
for Cybear common stock.

54




ANDRX CORPORATION AND SUBSIDIARIES

RESULTS OF OPERATIONS

Revenues and Gross Profit (Loss)

Distributed Products
Gross revenues
SRAS
SRAs 252 % of gross TeVENUEs « ... .oovieereenirennn,

Nt TEVEIUES « o oo v vt o e et e e e e e e et :

Gross profit

GroSs MATGIN . o ov vttt et et e e )

Andrx Products — Generic
Gross revenues .............. e
SRAs

SRAsasa % of grossrevenues . . [.....oivevniiiniiiiiin.. '

Netrevenues ............... S
Gross profit
GTOSS TRATEID .+ o o oottt
Andrx Products — Brand

Gross revenues
SRAs
SRAsasa % of grossrevenues . ..............cooiiinnn...
Nt TeVeNUES ottt ittt et e e
Gross profit
Gross Margin .. ...t i e
Andrx Products — Total

Gross revenues
SRAS e e e
SRAs as a % of gross revenues ...............oovviienin.on.

..........................................

Nt PV ENMUES . o v ottt ettt et e e

Gross profit
Gross MATZIN .« oot s e e et e e e e
TOTAL PRODUCT REVENUES

GrOSS TEVEIMUES . ..t ittt ettt e aa e
SRAS ..o e e e
SRAs as a % of gross [rEVenUes . .. ... iireannenee...
NEE TEVENUES © o oo v et sttt e et et e e e
Gross profit
GrosS MATZIN -« oov vttt et e
LICENSING AND ROYALTIES

Nt TEVEIUES .« . ottt e et e
GIOSS MATEIN . i oo v e s
OTHER

NEL TEVEIIUCS .« - o ottt et et e et e i e e oo iea et
Gross profit (108s)...... ... il
Gross margin {loss)
TOTALS e

Gross profit
GIoSS MATZIN « . o oottt e et et
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Years Ended December 31,

2004 2003 2002
(§ in thousands)

$ 706,682 $ 684,549 $558,720

30,370 27,451 24,102
4.3% 4.0% 4.3%

676,312 657,098 534,618

124,778 120,229 100,568
18.4% 18.3% 18.9%

$ 477,206 $ 378,468 $299,105

132,839 123,454 115,232
27.8% 32.6% 38.5%

344,367 255,014 183,873

126,312 115,629 34,518
36.7% 45.3% 18.8%

$ 103,104 $ 58,162 $ 30,833

25,708 11,524 5,299
24.9% 19.8% 17.2%

77,396 46,638 25,534

47,271 33,794 12,271
61.1% 72.5% 48.1%

$ 580,310 $ 436,630 $329,938

158,547 134,978 120,531
27.3% 30.9% 36.5%

421,763 301,652 209,407

173,583 149,423 46,789
41.2% 49.5% 22.3%

$1,286,992 $1,121,179 $888,658

188,917 162,429 144,633
14.7% 14.5% 16.3%

1,098,075 958,750 744,025

298,361 269,652 147,757
27.2% 28.1% 19.9%

$ 46,765 $ 80,080 $ 17,340
100.0% 100.0% 100.0%

$ 247 $ 7,508 $ 9,615
247 . (7,606) (17,516)
100.0% (101.3)% (182.2)%

$1,145,087 $1,046,338 $770,980

345,373 342,126 147,581
30.2% 32.7% 19.1%




Activity related to SRA accruals is as follows:

Year Ended December 31, 2004

Beginning Credits End
of the Issued and of the
Year Provision Other Year
{8 in thousands)
Distributed Products . ......covvivevve s $ 6,420 $ 30,370 $ (28,534) $ 8,256
Andrx Products — Generic:
DiISCOUNtS ..ot 2,104 10,524 (11,170) 1,458
Customerrebates............cooiverninn.... 19,327 90,350 (87,943) 21,734
Medicaid rebates . .................. e 2,708 3,289 (4,379) 1,618
Chargebacks. ..., 4,508 17,239 (18,505) 3,242
Returns.. ... s 3,801 7,831 (7,168) 4,464
Shelf-Stock Adjustments ..................... 8,351 3,606 (3,195) 8,762
40,799 132,839 (132,360) 41,278
Andrx Products — Brand:
DISCOUNtS ..\ ov it 1,552 5,866 (6,309) 1,109
Medicaidrebates . . ......cov vt 1,830 6,479 (4,382) 3,927
Managed care rebates . . ........ .. . ool 1,908 5,322 (4,090) 3,140
Returns . ... e 2,923 8,041 (5,497) 5,467
8,213 25,708 (20,278) 13,643
$55,432  $188,917  $(181,172) $63,177
Year Ended December 31, 2003
Beginning Credits End
of the Issued and of the
Year Provision Other Year
(3 in thousands)
Distributed Products . .......... ... ..., $ 3052 $ 27,451 § (24,083) § 6,420
Andrx Products — Generic:
Discounts ... ... i 837 9,932 (8,665) 2,104
Customer rebates. ..o vuiin it iiier e 11,481 87,579 {79,733) 19,327
Medicaidrebates ... ......cv e 1,800 2,862 (1,954) 2,708
Chargebacks. .. ... ..o iriiiiiiiinenn.. 2,795 11,838 (10,125) 4,508
Returns . ... 3,105 6,951 (6,255) 3,801
Shelf-Stock Adjustments . ......... ... L. . 5,485 4,292 (1,426) 8,351
' 25,503 123454  (108,158) 40,799
Andrx Products — Brand:
Discounts ..........ciiiiiiiiiii 590 2,818 (1,856) 1,552
Medicaid rebates .. ...l 550 2,627 (1,347) 1,830
Managed care rebates . .......... ... 1,012 2,866 (1,970) 1,508
Returns .. ... 86 3,213 (376) 2,923
2,238 11,524 (5,549) 8,213
$30,793  $162,429  §(137,790) 55,432
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Year Ended December 31, 2002

Beginning Credits End
of the Issued and of the
Year Provision Other Year
: o ($ in thousands)
Distributed Products ...................... .. $.2,384 0§ 24102 0§ (23,434) § 3,052
Andrx Products — Generic; ‘ .
‘ Discounts .................................. 727 9,427 9,317 837
Customérrebates. .........cooiieiinnnen... 5,857 78,657 (77,033) 11,481
" Medicaid rebates . ...t 1,388 2,521 (2,109) 1,800
Chargebacks. ... 279 13,715 (11,199) 2,795
Returns......ooooi 1,808 6,619 (5,322) 3,105

Shelf-Stock Adjustments ............... ... ... 11,097 4,293 (9,505) 5,485
: ' 25,156 '115,232 (114,885) 25,503

Andrx Products — Brand:

Discounts ...... L 785 3,994 (4,189) 590
Medicaid rebates .................. U 702 264 (416) 550
Managed care rebates .. ... ... ... ol 976 999 (963) 1,012
Returns........ e 2,668 42 (2,624) 86

' 5,131 5,299 (8,192) 2,238

$32,671  $144,633 $(146,511) $30,793

‘Accruals related - to SRAs are reflected in the Consolidated Balance Sheets as follows:

December 31,

o A 2004 2003

i o . ($ in thousands)
Accruals included in accounts'receivable, net ............. il $31,219  $32,045
Accruals included in accrued expenses and other liabilities . ............. 31,958 23,387

Total o e e $63,177  $55,432

Year Ended December 31, 2004 Compared to Year Ended December 31, 2003

For 2004, we. generated net income of $65.7 million, compared -to $48.2 million for 2003.

Revenues and Gross Profit (Loss)

Distributed Products

Revenues from distributed products increased by 2.9% to $676.3 million for 2004, compared to
$657.1 mil'lio'n"'fo; 2003. The increase generally reflects our participation in the distribution of new generic
product introductions, ‘which generated net revenues of $63.6 million, partially offset by the overall price
decliniés common to generic products. In 2004, revenues from distributed products generated $124.8 million of
gross profit with a gross margin of 18.4%, compared to $120.2 million of gross profit with a gross margin of
18.3% for 2003."

When we participate in the distribution of generic products that face little or no competition, we generally
generate higher sales revenues and lower gross margins. When such products encounter additional competi-
tion; the resulting lower prices generally cause us to generate lower revenues, but higher gross margins, as we
generally are able to purchase such products at more competitive prices.
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Andrx Products
Generic Products

For 2004, revenues from our generic products increased by 35.0% to $344.4 million, compared to
$255.0 million in 2003. Our generic product sales include sales of controlled-release products and immediate-
release and niche generic products.

Revenues from our generic controlled-release products were $271.7 million for 2004, compared to
$208.9 million in 2003, an increase of $62.8 million, or 30.1%. The increase in revenues was primarily due to
an increase of $63.5 million from the inclusion of a full year of revenues of certain products launched in 2003,
including generic versions of Glucotrol XL (supplied by Pfizer and launched in November 2003), OTC
generic Claritin-D 24 (launched in June 2003), and Tiazac (launched in April 2003). Revenues from
controlled-release products Jaunched in 2004 were $2.3 million, while revenues from existing controlled-
release products decreased by $3.0 million. This decrease primarily resulted from $8.5 million in decreased
revenues from our generic version of Cardizem CD ($8.7 miilion in price decreases, partially offset by
$205,000 in volume increases), partially offset by $6.1 million in increased revenues from our generic version
of K-Dur® ($4.0 million in volume increases and $2.1 million in price increases).

Revenues from our immediate-release and niche generic products were $72.7 million for 2004, compared
to $46.1 million in 2003, an increase of $26.6 million, or 57.5%. The increase was mainly due to $27.7 million
of revenues generated from products launched in 2004 (primarily generic versions of Paxil® (supplied by
Genpharm), Vicoprofen®, and OTC Claritin RediTabs).

SRAs as a percentage of gross revenues decreased by 4.8% to 27.8% in 2004, from 32.6% in 2003. The
decrease was primarily attributable to a decrease in customer rebates of 4.2% as a percentage of gross
revenues, which was mainly due to a change in product mix.

In 2004, our generic products generated $126.3 million of gross profit with a gross margin of 36.7%,
compared to $115.6 million of gross profit with a gross margin of 45.3% in 2003. The $10.7 million increase in
gross profit from our generic products for 2004, compared to 2003, resulted primarily from $29.2 million in
gross profit related to the inclusion of a full year of gross profit of products launched in 2003 (mainly generic
versions of Glucotrol XL, Tiazac, and OTC Claritin-D 24), and $5.6 million in gross profit related to 2004
product launches (primarily generic versions of Paxil, OTC Claritin RediTabs, and Vicoprofen), partially
offset by reductions in gross profit from existing generic products of $6.1 million and increased charges to cost
of goods sold of ‘$22.0 million, mainly due to the write-down of our North Carolina facility, increased
production related write-offs, increased write-offs of pre-launch inventories, and increased under-utilization
and inefficiencies at our manufacturing facilities. Cost of goods sold in 2004 and 2003 included royalties
accrued related to revenues from our generic version of Cardizem CD.

We recorded a $14.5 million write-down of our North Carolina facility as a result of our June 2004
determination that we would discontinue renovation of our North Carolina facility. As we believe that it is
more likely than not that this facility will be sold, we reduced the carrying value of this facility to an amount
equal to its estimated fair value based on independent appraisals, resulting in a $14.5 million impairment
charge to cost of goods sold.

In 2004, we recorded charges directly to cost of goods sold of $13.4 million as a result of production
related write-offs, $11.0 million related to write-offs of pre-launch inventories, and $8.2 million for under-
utilization and inefficiencies at our manufacturing facilities. In 2003, we recorded charges directly to cost of
goods sold of $10.5 million as a result of production related write-offs, $6.9 million related to write-offs of pre-
launch inventories, $4.7 million for under-utilization and inefficiencies at our manufacturing facilities, and a
$3.9 million write-off of certain machinery and equipment, a significant portion of which related to the
manufacture of generic Prilosec, which we did not launch. We expect to continue to experience significant
charges to cost of goods sold as a result of production related write-offs, excess capacity and inefficiencies at
our manufacturing facilities. Many of these charges relate to the expansion of our manufacturing facilities in
anticipation of new product launches and other factors, as well as the cost of maintaining the North Carolina
facility.
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The decrease in gross margin from our generic products for 2004, compared to 2003, resulted primarily
from the inclusion of sales from generic versions of Glucotrol XL and Paxil, supplied by Pfizer and Genpharm,
respectively, which generate lower gross margins than our other generic products, as well as the charges to cost
of goods sold-discussed above. Pursuant to our agreement, our profit share from Perrigo’s sales of our OTC
Claritin products decreased in 2004 as a result of additional competitors entering the market.

Brand Products

For 2004, revenues from our brand products increased by $30.8 million or 66.0% to $77.4 million, from
$46.6 million in"2003. The increasc was primarily attributable 'to Altoprev, whose revenues increased by
$21.6 million, both as a result of increases in unit volume ($13.4 million) and price ($8.2 million), as well as
revenues of $8:1 million from Fortamet, which was launched in May 2004, and $4.0 million in increased
revenues from the Entex product line primarily due to the introduction of reformulated versions of two Entex
products in November 2003.

SRAs as a percentage of grass revenues increased by 5.1% to 24.9% from 19.8% in 2003. The increase was
primarily attributable to increased returns allowances of 2.3% as a percentage of gross revenues and increased
Medicaid rebates of 1.8% as a percentage of gross revenues. The increase in returns allowances as a percentage
of ‘gross revenues was mainly due to increased provisions for returns of our cholesteroi-lowering product as a
result of the name change to Altoprev in June 2004, the effect of which was partially offset by the impact of
higher provisions for returns of Entex products in 2003 associated with the introduction of reformulated
versions of two Entex products in November 2003. The increase in Medicaid rebates as a percentage of gross
revenues was mainly due to additional rebate agreements in 2004 and the January 2004 price increases of our
Altoprev product, which increased the prescribed rebates payable to state Medicaid agencies.

The level of Altoprev in the distribution channel was approximately four months as of December 31,
2004, compared to normal historical levels of approximately two months, primarily due to a slight reduction in
prescription levels and fewer pharmacies carrying the product since its name was changed in June 2004,
combined with year-end buying by certain wholesalers in anticipation of potential price increases. Consistent
with our revenue recognition accounting policy, we deferred revenue recognition related to Altoprev in the
amount of $1.3 million at December 31, 2004.

The level of Fortamet in the distribution channel was approximately three months as of December 31,
2004, There were no deferred revenues related to Fortamet at December 31; 2004.

In 2004, our brand products generated $47.3 million of gross profit with a gross margin of 61.1%,
compared to $33.8 million of gross profit with a gross margin of 72.5% for 2003. The $13.5 million increase in
gross profit for 2004 generally resulted from a $17.5 million increase in gross profit from Altoprev, and
$4.2 million in gross profit from Fortamet, which was launched in May 2004, partially offset by a $3.5 million
impairment charge for our Entex product rights, and approximately $4.5 million in increased charges directly
to cost of goods-sold mainly for inventory write-offs related to production and product expiration issues. Cost
of goods sold in 2004 included royalties accrued related to revenues from Fortamet and the Entex product
lines, as well as amortization of the product rights we acquired for those products. Cost of goods sold in 2003
included royaltiés accrued related to revenues from the Entex product line, as well as amortization of our
Entex product rights. : : r

In June 2004, as a result of FDA approval of an NDA for an OTC product containing the same active
ingredients as our Entex PSE prescription product, we recorded a charge of $3.5 million to cost of goods sold
related to the impairment of our Entex product rights. This charge represented the difference between the
carrying amount and the fair value of the Entex product rights based on the present value of estimated future
cash flows. According to FDA guidance, once FDA approves a version of any product that is presently
permitted to be on the market ‘and sold by prescription without an approved ANDA or NDA, similar
unapproved drug prodicts, such as our Entex product line, may be subject to FDA action. It is unclear
whether FDA will permit a grace period for the continued sale of Entex PSE or, if granted, how long such
grace period will be, In addition, though we have historically amortized our Entex product rights over a
10-year period on a straight-line basis, the continued viability of the Entex line of products, including Entex
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LA, is now uncertain. As a result, in July 2004, we began amortizing the remaining carrying amount of our
Entex product rights over 18 months and the amortization expense related to our Entex product rights
increased by $3.1 million to $4.5 million on an annual basis. We will continue to periodically assess the
unamortized portion of our Entex product rights and inventories ($4.5 million and $50,000, respectively, as of
December 31, 2004) and the useful life of our Entex product rights whenever events or changes in
circumstances indicate that the carrying amount of our Entex product rights may not be recoverable.

The decrease in gross margin from our brand products for 2004, compared to 2003, resulted primarily
from the charges to cost of goods sold, the increase in the Entex product rights amortization due to the
reduction of the remaining amortization period to 18 months effective July 1, 2004, and the launch of
Fortamet. Fortamet carries a lower gross margin due to our annual guaranteed minimum royalty to Sandoz,
$3.0 million in year one, and the amortization of the related product rights, on a straight-line basis, over the
three-year market exclusivity period it was granted by FDA.

Licensing and Royalties Revenue

In 2004, we recorded $46.8 million in licensing and royalties revenue, compared to $80.1 million in 2003.
This $33.3 million decrease resulted primarily from a $68.5 million decrease in licensing and royalties revenue
associated with generic Prilosec, partially offset by $33.2 million in licensing and royalties revenue associated
with generic Wellbutrin SR/Zyban.

Generic Wellbutrin SR/Zyban

Pursuant to our July 2003 Exclusivity Agreement with Impax and Teva, in March 2004 and May 2004,
we relinquished our rights to the 180-day period of market exclusivity for generic Wellbutrin SR 150mg and
generic Zyban, respectively. Teva launched Impax’s generic Wellbutrin SR and Zyban products in the first
and second quarters of 2004 respectively, which entitled us to receive a share of the profits, as defined, derived
from Teva’s sale of generic Wellbutrin SR 150mg and Zyban until September 2004 and November 2004,
respectively. Such profits are subject to numerous estimates for discounts, returns, chargebacks, rebates, shelf-
stock adjustments and other SRAs and related expenses.

Generic Prilosec

Pursuant to our October 2002 Commercialization Agreement with KUDCo, in exchange for relinquish-
ing our exclusivity rights to the 10mg and 20mg strengths of generic Prilosec, we receive licensing revenue
from KUDCo’s net profits, as defined, derived from KUDCo'’s sale of its generic version of Prilosec. Such
profits are subject to numerous estimates for discounts, returns, chargebacks, rebates, shelf-stock adjustments,
and other SRAs and related expenses. Licensing and royalties revenue for 2004 and 2003 included $8.2 million
and $76.7 million, respectively, from this agreement with KUDCo. The licensing revenue earned from
KUDCo in 2004 included the effect of KUDCo’s $2.5 million reversal of previously recorded sales returns and
allowance accruals, and a net $3.0 million charge related to KUDCo’s June 2004 settlement of patent
infringement litigation with Mylan Laboratories, Inc. and Esteve Quimica S.A.. The licensing rate due from
KUDCo decreased from 15% to 9% in June 2003, and further decreased in February 2004 to 6.25%, where it
will remain until our licensing revenues cease in February 2006. Licensing revenues were further reduced as a
result of competition.

Other Revenues

In 2003, we generated $7.5 million of other revenues, primarily from the sales of certain raw materials at
our former Massachusetts aerosol manufacturing operations and from our POL web portal, both of which were
divested in the 2003 fourth quarter. In 2003, cost of goods sold related to other revenues included $7.9 million
relating to the write-down of certain assets at our former Massachusetts acrosol facility, primarily inventories
and property, plant and equipment, and severance costs. For 2003, cost of goods sold related to other revenues
also included $4.3 million of charges related to under-utilization and inefficiencies at our former Massachu-
setts aerosol facilities.
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SG&A-

SG&A expenses were $209.0 million, or 18,3% of total revenues for 2004, compared to $213.3 million, or
20.4% of total revenues for 2003. For both periods, SG&A expenses included expenses related to the
administration, marketing, sale, distribution and warehousing of distributed products and our brand and
generic products, corporate overhead and legal costs (primarily patent infringement and antitrust matters
related to our ANDA filings). The decrease in SG&A expenses in 2004, compared to 2003, was primarily
attributable to decreases in corporate legal costs of $9.2 million and brand sales force expenses of $9.1 million,
partially offset by increases in other brand SG&A expenses of $2.6 million and other corporate overhead of
$12.1 million, (primarily increased spending for information systems mainly due to the JD Edwards
implementation, severance paid to our former CEO and spending related to Section 404 of the Sarbanes-
Oxley Act of 2002). :

During 2004, we employed an average of approximately 260 brand sales representatives with an average
annualized direct cost, including training costs, of approximately $150,000, compared to an average of
approximately 385 brand sales representatives with an average annualized direct cost of approximately
$125,000 in 2003.

In our distribution business, we employed approximately 230 and 200 sales representatives and sales
support staff in 2004 and 2003, respectively.

Research and Development (R&D)

- R&D expenses were $40.5 million for 2004, compared to $52.2 million for 2003, a decrease of
$11.7 million, R&D expenses in 2004 primarily related to our generic (ANDA) product development
program. The decrease in R&D spending was attributable to a $14.0 million reduction in brand R&D
expenses, partially offset by an increase in genenc R&D spending of $2. 3 mllllon We submltted 14 ANDAs in
2004 and 12 ANDAs in 2003.

Our R&D efforts are currently focused on dcvelopmg controlled-release generic products, using our
proprietary, controlled-release drug delivery technologies, as well as niche and immediate-release generic
products, including oral contraceptives. We are also working on' the development of a ¢ombination product
comprised of Actos® (pioglitazone), marketed by Takeda, and our extended-release metformin product.

Litigation Settlements and Other Charges

Litigation settlements and other charges were.$7.8 million for 2004, compared to $8.8 million for 2003.
Our 2004 expense primarily includes settlement costs of $6.0 million related to Kos Pharmaceuticals
trademark litigation and $1.6 million related to Alpharma USPD Inc. breach of contract litigation. Our 2003
expense related to various legal claims, including the negotiated settlement of an obligation to one of our law
firms with respect to our generic version of Tiazac.

Equxty in Earnings of Joint Ventures

We recorded $4.5 million of equlty in earnings of our unconsohdated joint ventures (ANCIRC and
CARAN) in 2004, compared to $5.1 million in 2003. The 2004 decrease is primarily due to a $1.1 million
decrease in our share of ANCIRC’s gross profit on sales of generic Oruvail®, partially offset by a $§748,000
increase in our share of CARAN’s gross profit on sales of generic Mevacor®, which was launched in the
second quarter of 2003. ANCIRC'’s sales of generic Oruvail generate a higher gross margin than CARAN’s
sales of generic Mevacor. ANCIRC is a 50/50 joint venture with Watson Pharmaceuticals, Inc. and CARAN
is a 50/50 joint venture with Carlsbad Technologies, Inc.

Interest Income

We recorded interest income of $4.1 million in 2004, comparcd t0:$2.2 million in 2003. The $1.9 million
increase in interest income is primarily the result of the higher average level of cash, cash equivalents and
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investments available-for-sale maintained during 2004, compared to 2003. We invest in taxable, tax-
advantaged and tax-free investment grade securities.

Interest Expense

We incurred interest expense of $2.6 million in both 2004 and 2003. Interest expense in 2004 and 2003 is
primarily related to the unused line fee and amortization of issuance costs related to our secured line of credit,
and, to a lesser extent, financing charges on capital lease obligations and certain insurance premiums.

Gain on Sale of Assets

Gain on sale of assets for 2003 includes a gain on the sale of the POL web portal of $344,000, a gain of
$875,000 on the sale of certain brand marketing rights and a gain of $3.7 million associated with the sale of the
Massachusetts aerosol manufacturing operation.

Income Taxes

For 2004, we provided $28.4 million for income taxes or 30.2% of income before income taxes. This
provision was less than the expected annual effective federal tax rate of 35% primarily due to the reversal of
$7.9 million of income tax accruals as a result of the IRS’ proposed settlement of certain matters related to the
1999 to 2002 audit, to which we agreed, partially offset by the effect of state income taxes {see Note 12 of

. Notes to Consolidated Financial Statements). For 2003, we provided $30.0 million for income taxes or 38.4%
of income before income taxes. This provision exceeded the expected annual effective federal statutory rate of
35%, primarily due to the effect of state income taxes.

Weighted Average Shares Outstanding

The basic and diluted weighted average shares of Andrx common stock outstanding were 72.7 million and
73.5 million, respectively, in 2004, and 71.9 million and 72.7 million, respectively, in 2003. The basic weighted
average share computations for 2004 and 2003 include the weighted average number of shares of common
stock outstanding during the year and the vested portion of restricted stock units. Diluted per share
calculations include weighted average shares of common stock outstanding, including the vested portion of
restricted stock units, pius dilutive common stock equivalents (stock options and the unvested portion of
restricted stock units, computed using the treasury stock method). The increase in the basic weighted average
number of shares of common stock outstanding in 2004, compared to 2003, was attributable to issuances of
common. stock pursuant to stock option exercises, vesting of restricted stock units, and our employee stock
purchase plan.

Year Ended December 31, 2003 Compared to Year Ended December 31, 2002

For 2003, we generated net income of $48.2 million, compared to a net loss of $91.8 million for 2002. For
2002, of the $91.8 million of net loss, $86.4 million of total net loss was allocated to Andrx Group common
stock and $5.4 million of total net loss was allocated to the former Cybear Group common stock.

Revenues and Gross Profit (Loss)
Distributed Products

Revenues from distributed products increased by 22.9% to $657.1 million for 2003, compared to
$534.6 million for 2002. The increase generally reflects our participation in the distribution of new generic
products introduced by generic manufacturers, which generated net revenues of $54.7 million, and an increase
in sales of existing products, partially offset by the overall price declines common to generic products. In 2003,
revenues from distributed products generated $120.2 million of gross profit with a gross margin of 18.3%,
compared to $101.0 million of gross profit with a gross margin of 18.9% for 2002.
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Andrx Products
Generic Products

For 2003, revenues from our generic products increased by $71.1 million, or 38.7%, to $255.0 mllhon,
compared to $183.9 mllhon in 2002.

Revenues from our generic controlled-release products were $208.9 million for 2003, compared to
$129.3 million in-2002, an increase of $79.6 million, or 61.6%, mainly due to $75.8 million of revenues
generated from products launched in 2003 (primarily generic versions of Tiazac, Glucotrol XL, supplied by
Pfizer, and OTC Claritin-D 24), and an increase in revenues of $6.7 million from the inclusion of a full year of
revenues of ‘certain products launched in 2002 (including generic versions of K-Dur and Naprelan®), partially
offset by a decréase in revenues of existing products of $2.9 million. The decrease in revenues from existing
products was primarily ‘due to a decrease in revenues of our generic version of Dilacor® XR of $7.4 million
(83.3 million due to a-decrease in price and $4.1 million due to decreased volume), partially offset by dn
increase in revenues of our generic version of Cardizem CD of $4.5 million ($8.7 million due to increased
volume, partially offset by $4.2 million due to a decrease in price).

Revenues from-our immediate-release and niche generic products were $46.1 million for 2003, compared
to $54.6 million in. 2002, a decrease of $8.5 million,:or 15.5%, mainly due to decreases in revenues from our
generic versions ‘of Glucophage® of $4.4 million (a decrease in price of $10.9 million, partially offset by an
increase in volume of $6.5 million) and Ventolin® of $5.0 million (a decrease in price of $4.4 million and a
decrease in volurﬁe of $583,000). Revenues from products launched in 2003 were $867,000.

SRAs as'a percentage of gross revenues decreased by 5.9% to 32 6%, from 38.5% in 2002. The decrease
was primarily due to a.decrease in customer rebates and chargebacks as a percentage of gross revenues of 3.2%
and 1.5%, respectively. The decrease in customer rebates as a percentage of gross revenues was primarily due
to the introduction of new products in 2003 that were subject to lower rebate percentages. The decrease in
chargebacks as a-percentage of gross revenues was primarily due to the introduction of new products in 2003
that were subject to lower chargebacks.

In 2003, our generic products generated $115.6 miillion of ‘gross profit with a gross margin of 45.3%,
compared to $34.5 million of gross profit with a gross margin of 18.8% in 2002. The $81.1 million increase in
gross profit from our generic products for 2003, compared to 2002, resulted primarily from $49.0 million in
gross profit related to 2003 product launches (mainly generic versions of Tiazac, Glucotrol XL, and OTC
Claritin-D 24), and reduced charges to cost of goods sold of $46.3 million, partially offset by reductions in
gross profit from existing generic products of $13.9 million. The 2002 period included charges to cost of goods
sold of $65.9 million related to write-offs of pre-launch inventories, including $41.2 million related to pre-
launch inventories of our generic version of Prilosec (which was not launched) and $21.5 million for generic
Wellbutrin' SR/Zyban, as well as a $9.8 million charge related to production related write-offs. Cost of goods
sold for 2003 mcluded charges of $10.5 million related to production related write-offs, $6.9 million related to
write- offs of pre-launch inventories, primarily for generic versions of- Wellbutrin SR/Zyban, and $3.9 million
for the write-off of certain manufacturing machinery and equlpment at our Florida manufacturing operations,
a significant portion of which related to the manufacture of generic Prilosec. In 2003, we incurred costs of
approximately $4.7 million related to under-utilization and inefficiencies at our Florida manufacturing
facilities and our North Carolina facility. In the 2002 period, we incurred $5.8 million of charges to cost of
goods sold related to under-utilization issues at our Florida manufacturing facilities. Cost of goods sold in 2003
and- 2002 included royalties accrued related to revenues from our generic version of Cardizem CD.

Brand ‘Products : Coa

For 2003, revenues from our brand products increased $21.1 million, or 82.7% to $46.6 million from
$25.5 million in 2002. 2003 revenues include sales generated from our Altoprev (lipid lowering), Entex
(cough and cold), including two reformulated versions thereof, Anexsia (pain) and Embrex (prenatal
vitamins). product lines. The increase in revenues for 2003 compared to 2002 was primarily the result of an
increase in sales of Altoprev of $28.2 million due to a full year of sales as we began marketing Altoprev in July
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2002, partially offset by decreases in revenues from the Entex, Embrex and Anexsia product lines, which were
affected by various factors, including the advent of generic competition.

SRAs as a percentage of gross revenues increased by 2.6% to 19.8%, from 17.2% in 2002. The increase
was primarily due to increases in returns, Medicaid rebates, and managed care rebates of 5.4%, 3.6% and 1.7%
as a percentage of gross revenues, respectively, partially offset by a decrease in sales discounts as a percentage
of gross revenues of 8.1%. The increase in Medicald and managed care rebates as a percentage of gross
revenues was mainly due to an increase in the number of Medicaid and managed care agreements related to
Altoprev (launched in June 2002), an increase in the rebates percentages provided therein and a change in
product mix. The increase in returns as a percentage of gross revenues was primarily due to returns of Entex
products in 2003 associated with the introduction of reformulated versions of two Entex products in November
2003 and the establishment of a return accrual for Altoprev in 2003. We did not have a return accrual for
Altoprev in 2002 as the gross revenues recognized were based on our estimate of product that would pull
through the distribution channel. As of December 31, 2002, we had deferred revenue recognition related to
Altoprev in the amount of $7.8 million. The decrease in sales discounts as a percentage of gross revenues was
primarily due to buy-in allowances provided on initial purchases of products, primarily Altoprev in conjunction
with its launch in June 2002 and discounts associated with a coupon redemption program implemented in July
2002 related to Altoprev.

In 2003, our brand products generated $33.8 million of gross profit with a gross margin of 72.5%,
compared to $12.3 million of gross profit with a gross margin of 48.1% for 2002, an increase of $21.5 million.
The increase in gross profit and gross margin for 2003 resulted primarily from a full year of Altoprev sales in
2003, contributing an increase to gross profit of $23.0 million. Gross margins were also affected by, among
other things, inventory charges of approximately $1.5 million and $5.2 million, respectively (through cost of
goods sold) in 2003 and 2002, for production failures, expiration and other inventory issues. Cost of goods sold
in 2003 and 2002 also included rovalties accrued on the revenues generated from the Entex and Anexsia
product lines, as well as amortization of the marketing rights we acquired for the Embrex, Entex and Anexsia
products, calculated on a straight-line basis.

Licensing and Royalties

In 2003, we recorded $80.1 million in licensing and royalties revenue, compared to $17.3 million in 2002.
Licensing and royalties revenue for 2003 and 2002 includes $76.7 million and $16.6 mitlion, respectively, from
the agreement with KUDCo (for relinquishing exclusivity rights to the 10mg and 20mg strengths of generic
Prilosec). The licensing rate due from KUDCo was reduced from 15% to 9% on June 9, 2003. Licensing
revenues for Andrx were further reduced in 2003 due to competition.

Other Revenues

We tecorded $7.5 million of other revenues in 2003, compared to $9.6 million in 2002. Other revenues for
2003 primarily represented revenues from the contract manufacture and sale of albuterol metered dose
inhalers from our Massachusetts acrosol manufacturing operation and from our Internet operations, primarily
the POL web portal. We sold our Massachusetts acrosol manufacturing operation in October 2003 and our
POL web portal in December 2003,

During 2003 and 2002, we recorded to cost of goods sold of other revenues, charges of $7.9 million and
$11.8 million, respectively, related to an excess facilities lease, related leasehold improvements, excess aerosol
product inventories, and equipment and severance at our Massachusetts aerosol manufacturing operation.
During 2003 and 2002, we also recorded charges to cost of goods sold related to excess capacity at the
Massachusetts aerosol manufacturing operation of $4.3 million and $7.9 million, respectively.

SG&A

SG&A expenses were $213.3 million, or 20.4% of total revenues for 2003, compared to $189.9 million, or
24.6% of total revenues for 2002. For both periods, SG&A expenses included expenses related to the
administration, marketing, sale, distribution and warehousing of distributed products and our brand and
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generic products, corporate overhead and legal costs (primarily patent infringement and antitrust matters
related to our ANDA filings). The increase in SG&A expenses in 2003, compared to 2002, was primarily due
to the increase in SG&A expenses for our brand products of $18.7 million, an increase in SG&A expenses for
our dlstnbutron business of $9.7 million, due to expansion which includes the opening of our Ohio distribution
center in September 2002, increases in insurance costs of $5.1 million and increases in corporate overhead of
$5.1 million, partially offset by a decrease in operating expenses related to our former Internet business of
$7.4 million and a decrease in bad debt expense of $8.8 million. SG&A expenses for 2002 include a
$4.0 million allowance for doubtful accounts receivable recorded in connection with an understatement of our
provisions for dqubtful accounts receivable for the years ended December 31, 2001, 2000 and 1999, due to the
un_a:uthoﬁz'ed actions of a single employee who had made numerous improper entries that affected the
adequacy.of oq,r"a}lox‘vance for doubtful accounts receivable. Also included in SG&A for 2002 is an increase in
the provision fof doubtful accounts receivable of $1.4 million related to this matter for the first and second
quarters of 2002.

We employed an average of approximately 385 brand sales representatives in 2003, compared to an
average’ of approximately 290 in 2002. In addition, the average direct cost of an Andrx brand sales
representative, inicluding training costs, was approximately $125,000 in 2003, compared to $105,000 in 2002.
In ‘December 2003, we reorganized our brand sales force structure -to comprise 325° primary care sales
territories and reduced the number of brand sales representatives by approximately 100 to 250 brand sales
representatives. In connection with this reorganization, we recorded a charge of approximately $1.1 million for
severance. and -outplacement services for the reduction in brand sales personnel. In our distribution business,
we employed;égproximately 200 sales representatives and sales support staff in both 2003 and 2002.

R&D

" R&D expenses were $52.2 million for 2003, compared to $51.5 million for 2002. R&D expenses in 2003
primarily, reflect our efforts in our generic (ANDA) product development program. We filed 12 ANDAs in
2003. We also filed two NDAs (a valproate product, for which the FDA issued a tentative approval in 2004,
and Fortamet, which was approved by FDA in 2004). R&D expenses for 2002 included a milestone payable to
Geneva Pharmaceuticals, Inc. (now known as Sandoz) of $3.0 million for Fortamet. The reduced focus on
brand R&D resulted in a reduction in personnel and the recording of a charge of approximately $1.4 million
for severance and outplacement services in the fourth quarter of 2003.

Litigation Settlements and Other Charges

Litigation settlements and other charges were $8.8 million in 2003 compared to $72.8 million in 2002.
The 2003 charges related to various previously disclosed legal claims, including a negotiated settlement of an
obligation to one of our law firms with respect to our generic version of Tiazac. The 2002 charges included a
$65.0 million charge in anticipation of reaching a settlement on certain litigation related to Cardizem CD.
This contingency became probable and estimable in June 2002 as a result of mediation discussions between
Andrx, Aventis and the various classes of plaintiffs in the Cardizem CD antitrust litigation that was pending
for multidistrict proceedings in the United States District Court for the Eastern District of Michigan. In
connection therewith, in July 2002, we entered into a binding settlement with the direct purchaser class of
plaintiffs and-Aventis. In January 2003, we entered-into a settlement with the indirect purchaser class of
plaintiffs, the attorneys general for all 50 states, the District of Columbia and Puerto Rico, and Aventis. The
respective payments made or to be made by Andrx and Aventis under these agreements have not been
disclosed.

The 2002 period also included a charge of $7.8 million related to a write-off of goodwill and certain
intangible assets for the physician’s network and trademarks created during the Mediconsult acquisition. Such
charges were the result of management’s decision in the fourth quarter of 2002 not to commit additional
resources to POL and an evaluation of the goodwill and intangible assets arising from the acquisition of
Mediconsult and the subsequent integration of Internet operations into Andrx. We sold the POL web portal in
December 2003. :
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Equity in Earnings of Joint Ventures

We recorded $5.1 million of equity in earnings of our unconsolidated joint ventures in 2003, compared to
$3.7 million in 2002. For 2003 and 2002, equity in earnings of our joint ventures was generated by ANCIRC’s
net sales of its generic versions of Oruvail and, to a lesser extent, Trental®, and CARAN’s net sales of its
generic versions of Mevacor and, to a lesser extent, Pepcid® and Prozac®.

Interest Income

We . recorded interest income of $2.2 million in 2003, compared to $5.4 million in 2002. The decrease in
interest income is primarily the resuit of the lower average level of cash, cash equivalents and investments
available-for-sale maintained and lower interest rates on these investments during 2003, compared to 2002.
We invest in taxable, tax-advantaged and tax-free investment grade securities.

Interest Expense

We incurred interest expense of $2.6 million in 2003, compared to $200,000 in 2002. Interest expense in
2003 was primarily related to the unused line fee and amortization of issuance costs related to our secured line
of credit entered into in December 2002 and financing charges on capital lease obligations. For 2003 and 2002,
interest expense also included financing charges on certain insurance premiums.

Gain on Sale of Assets

Gain on sale of assets for 2003 includes a gain on the sale of the POL web portal of $344,000, a gain of
$875,000 on the sale of certain brand marketing rights and a gain of $3.7 million associated with the sale of the
Massachusetts aerosol manufacturing operation. In 2002, gain on sale of assets includes a $5.1 million gain
from the June 2002 sale of the Histex cough and cold line of products.

Income Taxes

For 2003, we provided $30.0 million for income taxes or 38.4% of income before income taxes. This
provision exceeded the expected annual effective federal statutory rate of 35%, primarily due to the effect of
state income taxes. For 2002, we recorded an income tax benefit of $60.8 million, or 39.8% of loss before
income taxes. Such tax benefit for 2002 included the reversal of a $7.2 million valuation aliowance on deferred
income tax assets relating to certain net operating loss carryforwards.

Weighted Average Shares Qutstanding

The basic and diluted weighted average shares of Andrx common stock outstanding were 71.9 million and
72.7 million, respectively, in 2003, and the basic and diluted weighted average shares outstanding were both
70.9 million in 2002, The basic weighted average share computations for 2003 and 2002 include the weighted
average number of shares of common stock outstanding during the year and the vested portion of restricted
stock units. For 2003 diluted per share calculations include weighted average shares of common stock
outstanding, including the vested portion of restricted stock units, plus dilutive common stock equivalents
(stock options and the unvested portion of restricted stock units, computed using the treasury stock method).
For 2002, all potential common stock equivalents were excluded from the diluted share computation as we
reported a net loss and, accordingly, such potential common stock equivalents were anti-dilutive. The increase
in the basic weighted average number of shares of Andrx common stock outstanding in 2003, compared to
2002, was attributable to exercises of stock options and issuances of shares under our employee stock purchase
plan.

The basic and diluted weighted average shares of Cybear common stock outstanding were 6.7 million for
the period from January 1, 2002 to May 17, 2002 (at which date such shares were converted into Andrx
common stock). All common stock equivalents were excluded from the diluted share computation as Cybear
was allocated a net loss, and accordingly, such stock equivalents were anti-dilutive. After May 17, 2002, no
Cybear common stock was outstanding as a result of its conversion to Andrx common stock.
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LIQUIDITY AND CAPITAL RESOURCES

As of December 31, 2004, we had $210.1 million in cash, cash equivalents and investments available-for-
sale, and $313.6 minion in working capital. ‘

Operating Activities ' -

In 2004, net cash pfovided by operating activities was $87.9 million, compared to $143.2 million in 2003
and net cash used in operating activities of $44.0 million in 2002.

“In 2004, net cash provided by operating activities of $87.9 million primarily resulted from net income of
$65.7 million, as adjusted for non-cash items, including depreciation and amortization of $34.6 million and
impairment charges of $18.5 million, and decreases in prepaid and other assets of $16.1 million, partially offset
by decreases in accounts payable and accrued expenses and other liabilities of $48.8 million. Non-cash
impairment charges mainly related to our North Carolina facility and Entex products of $14.5 million and
$3.5 million, respectively. In addition, 2004 also included deferred income tax provision of $8.9 million and
income tax benefits on exercises of stock options and restricted stock units of $2.5 million, partially offset by

_equity in earnings of joint ventures of $4.5 million. There were also increases in accounts receivable and

inventories of $4.9 million and $2.0 million, respectively. Decreases in accounts payable and accrued expenses
and other liabilities' were mainly due to payments to Pfizer for prior year generic Glucotrol XL purchases.
Decreases in prepaid and other assets were primarily due to the collection of the $9.7 million advance to
Impax in 2004.

1In 2003, net cash provided by operating activities of $143.2 million included net income of $48.2 million,
increases in accounts payable and accrued expenses and other liabilities of $85.2 million, offset by increases in
accounts receivable of $15.6 million, inventories of $72.3 million, and prepaid and other assets of $6.2 million.
In addition, 2003 also included an income tax refund of $51.7 million, deferred income tax provision of
$12.9 million, depreciation and amortization of $29.1 million, a provision for doubtful accounts receivable of
$4.3 ;ﬁillio‘n, other non-cash impairment charges related to our Internet and Massachusetts aerosol manufac-
turing operations and-machinery and equipment write-offs in Florida of $12.1 million, income tax benefits on
exercises of stock options of $3.1 million and amortization expense of restricted stock units of $1.5 million,
offset by a‘gain on the sale of assets of $5.6 million and equity in earnings of joint ventures of $5.1 million. The
incréases in accounts receivable, inventories and accounts payable and accrued expenses were primarily
related to the launch of generic Glucotrol XL, purchased from Pfizer. The increase in prepaid and other assets
was primarily due to the $9.7 million advance to Impax in connection with our exclusivity agreement related
to generic versions of Wellputrin SR/Zyban. The $9.7 million advance to Tmpax was collected in 2004,

In 2002, net cash used in operating activities of $44.0 million included a net loss of $91.8 million,
increases in accounts receivable of $13.2 million and prepaid and, other assets of $4.0 million, offset by a
decrease. in inventaries of $11.6 million, increases in accounts payable and accrued expenses and other
liabilities of $28.3 million. In addition, 2002 also included a gain on the sale of the Histex product line of
$5.1 million, equity in earnings of joint ventures of $3.7 million and deferred income tax benefit of
$25.8 million, income taxes paid of $838,000, offset by depreciation and amortization of $22.1 million, a
provision for doubtful accounts receivable of $13.2 million, other non-cash impairment charges related to our
Internet and aerosol operations of $19.6 million, income tax benefits on exercises of stock options of
$5.4 million and dmortization expense of restricted stock units of $295,000.

Investing Activities

Net cash used in investing activities was $119.7 million in 2004, compared to $105.9 million in 2003 and
net cash provided by investing activities of $49.2 million in 2002.

In 2004, net cash used in investing activities of $119.7 million consisted of $88.3 million in purchases of
property, plant and equipment, $31.2 million in net purchases of investments available-for-sale and $5.4 mil-
lion for the acquisition of product rights, offset by $5.2 million in proceeds from distributions of joint ventures.
Our purchases of property, plant and equipment primarily relate to capital investments in our manufacturing
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and R&D facilities in Florida and the renovation of our North Carolina manufacturing facility (prior to the
decision in June 2004 to discontinue renovations).

In 2003, net cash used in investing activities of $105.9 million consisted of $39.5 million in purchases of
property, plant and equipment, $66.9 million in net purchases of investments available-for-sale, "and
$10.1 million in acquisition of product rights, including the payment of $10.0 million to Pfizer related to our
supply and distribution agreement for Cardura XL, offset by $5.9 million in proceeds from the sale of assets
and $4.6 million in proceeds from distributions of joint ventures. Our purchases of property, plant and
equipment were primarily from capital investments in our manufacturing and R&D facilities in Florida and
the renovation of our North Carolina manufacturing facility, which we ceased in 2004. The $10.0 million
payment to Pfizer was refunded in February 2005, after that agreement was terminated.

In 2002, net cash provided by investing activities of $49.2 million consisted of $159.1 million in net
maturities of investments available for sale, $1.6 million in proceeds from the sale of the Histex product line
and $949,000 in proceeds from distributions of joint ventures, offset by $112.3 million in purchases of property,
plant and equipment and $100,000 for the acquisition of brand product rights.

Financing Activities

Net cash provided by financing activities was $6.6 million in 2004, $3.8 mitlion in 2003, and $6.0 million
in 2002.

In 2004, net cash provided by financing activities of $6.6 million consisted of $6.0 million in proceeds
from issuances of shares of Andrx common stock from exercises of Andrx stock options, and $1.5 million in
proceeds from issuances of shares of Andrx common stock under the employee stock purchase plan, offset by
$900,000 in principal payments on capital lease obligations.

In 2003, net cash provided by financing activities of $3.8 million consisted of $3.4 million in proceeds
from issuances of shares of Andrx common stock from exercises of Andrx stock options, $1.2 million in
proceeds from issuances of shares of Andrx commen stock under the employee stock purchase plan, offset by
$843,000 in principal payments on capital lease obligations. v

In 2002, net cash provided by financing activities of $6.0 million consisted of $4.3 million in proceeds
from issuances of shares of Andrx common stock from exercises of Andrx stock options, $1.9 million in
proceeds from issuances of shares of Andrx common stock under the employee stock purchase plan, which
commenced on January 1, 2002, offset by $146,000 in principal payments on capital lease obligations.

Sufficiency of Capital Resources

On December 30, 2002, we entered into a four-year, secured revolving line of credit facility for up to an
aggregate amount of $185.0 million, none of which was outstanding at December 31, 2004. Borrowings
available under the credit facility are limited to defined values of eligible accounts receivable, inventories,
property, plant and equipment and reserves established by the lenders. Interest accrues on the. average
outstanding principal balance under the credit facility and a fee accrues on the unused portion of the credit
facility. Andrx and its subsidiaries granted the lenders a first priority security interest in substantially all of
their respective assets, including accounts receivable, inventories, deposit accounts, property, plant and
equipment and general intangibles, and real estate owned at the date of the credit facility. The credit facility
contains certain financial covenants and we are currently in compliance with all the required covenants.
However, the borrowing base limits our borrowing availability to approximately $169 million as of Decem-
ber 31, 2004. We are considering amending or replacing the credit facility.

Our most significant 2005 cash requirement will be for facilities, machinery and equipment related to the
expansion of our Florida manufacturing facilities. Capital expenditures are currently estimated to be
$51 million in 2005.

On March 2, 2005, we entered into agreements with First Horizon for the sale and licensing of certain
rights and assets related to our Fortamet and Altoprev brand pharmaceutical products. First Horizon has
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agreed to pay us $50 million for Fortamet and up to $35 million for Altoprev. The amount that we may receive
from First Horizon related to Altoprev, if any, is contingent upon meeting and maintaining certain supply
requirements,.as defined. We will also be entitled to receive royalties on net sales, as defined, of Fortamet and
Altoprev of 8% and 15%, respectively. We will retain our obligation to pay a royalty to Sandoz related to
Fortamet subject to certain minimums and a maximum. We have also entered into a long-term manufacturing
and supply arrangement for Fortamet and Altoprev with First Horizon. The closing of the transaction, which is
subject to certain ¢ustomary conditions including clearance under the Hart-Scott-Rodino Antitrust Improve-
ments Act, is expected to occur by May 2005. After that closing occurs, we have agreed to provide certain
transitional services to First Horizon for a period of time. In connection with this divestiture of our brand
business, we estimate that we will incur personnel related expenses of approximately $8.0 million, including
severance, performance incentives and retention. In addition, we estimate we will incur approximately
$6.5 million in other costs which consist of approximately $4.0 million in non-cash charges primarily related to
potential lease impairments as well as payments of approximately $2.5 million for transaction costs and
contract termination costs.

Our 2003 income tax return reflected a significant tax loss as the result of certain ordinary business
developments. We believe the loss is appropriate and deductible. Nevertheless, we have recorded an accrual,
which is included in accrued expenses and other liabilities in the Consolidated Balance Sheets, to fully offset
the resulting 2003 and 2004 income tax benefits of approximately $17.2 million and $24.9 million, respectively.
The remaining federal loss carryforward of approximately $29.2 million tax effected, may be available to
reduce certain future taxable income, which at that time may be s1m11arly offset by an accrual for financial
reporting purposes.

The IRS has bcgun an audit of our 2003 tax return and will hkely challenge the 2003 tax loss. As of
December 31, 2004, the accrual for this tax loss was $31.3 million and is included in accrued expenses and
other liabilities in our Consolidated Balance Sheet. If the IRS were to prevail, we would be required to pay an
amount up to the accrual, which will include interest at the statutory rate. If we were to prevail or settle this
issue with the IRS, we would reverse all or a portion of the accrual, reduce income tax expenses accordingly,
and pay the IRS the settlement amount, if any, including interest at the statutory rate.

Our tax accruals are analyzed periodically and adjustments are made as events occur to warrant such
adjustment. It is reasonably possible that our effective tax rate and/or cash flows may be materially impacted
by the ultimate resolution of our tax positions.

As a result of the January 2005 termination of our supply and distribution agreement with Pfizer for
Cardura XL, Pfizer refunded $10 million to us in February 2005.

Absent a significant acquisition of a product or business or other presently unforeseen circumstances, we
anticipate that.our existing capital resources and cash flows from operations will be sufficient to enable us to
maintain our operations and meet our capital expenditure requirements and other commitments through at
least the next 12 months without drawing on our credit facility.

OUTLOOK

. As noted elsewhere in this Management's Discussion and Analysis of Financial Condition and Results of
Operations, investors are cautioned that all forward-looking statements involve risk and uncertainties,
including. those identified elsewhere in this annual report under Risk Factors. Accordingly, investors are
cauﬁoned.not to place reliance on those forward-looking statements, including those made in this Outlock
section of Management’s Discussion and Analysis of Financial Condition and Results of Operations.

Distributed Products

Our pharmaceutical distribution business revenues have generally experienced a history of consistent,
quarterly sequential growth, and we believe our revenues will continue to grow at a rate generally consistent
with the growth of the overall generic industry. Revenues from these operations are affected, in large part, by
our participation in the launch of new generic products by other generic manufacturers, and the
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commencement and extent of competition for these preducts and the other products we distribute. Sales prices
for generic products typically decline with the onset of additional generic competition, particularly after such
products are sold during an initial marketing exclusivity period.

Our distributed product revenues increased in 2004 compared to 2003, and we believe they will continue
to grow in a manner consistent with the growth of the overall generic industry. Our distribution product
revenues did not increase sequentially in the second and third quarters of 2004, however, primarily because of
a lack of significant new generic product introductions in those periods. In the fourth quarter of 2004, several
significant new generic products were launched into the market, and our distribution business experienced
record revenues. According to published data, generic versions of numerous brand products having substantial
annual sales are expected to be launched in the next few years. Consequently, growth in revenues will continue
to be primarily a function of new generic products launched by other generic manufacturers, offset by the
overall level of net price declines on existing distributed products.

Our pharmaceutical distribution business competes with a number of large wholesalers that market,
among other things, both brand and generic pharmaceutical products to their customers and may therefore
offer broader marketing programs. We also compete with other pharmaceutical distributors. Though the
distribution of pharmaceutical products is historically a relatively low gross margin industry, competition could
result in further pressure on revenues and gross margins.

Our distribution business plays a significant role in the sale of our current generic products. We believe
our distribution business will continue to play a significant role in our new product launches, and can similarly
benefit our collaborative partners’ products. For external reporting purposes, this segment’s financial results do
not include its participation in the distribution of our generic products. Such revenues are classified as Andrx
product revenues in our Consolidated Statements of Income. We continue to explore various means to
leverage our distribution capabilities.

Andrx Generic Products

The generic pharmaceutical industry is highly competitive and selling prices are often subject to
significant and rapid declines as a result of competition among existing products or new products entering the
market. In our generic sales efforts, we compete with domestic and international companies, including brand
pharmaceutical companies that sell their brand product as an authorized generic through partners and/or their
own generic affiliates. Many of these competitors offer a wider variety of generic products to their customers,
and some manufacture their products in countries such as India and China where raw materials are obtained
and finished product can be manufactured at a significantly lower cost.

As the brand products’ patents and other bases for market exclusivity expire, generic competitors enter
the marketplace and compete for market share, which generally results in a unit price decline as the number of
generic competitors increases. The timing of these price decreases is difficult to predict and can result in
significantly curtailed profitability for a generic product. Revenues and gross profits from our generic products
may also be affected by competition involving the corresponding brand product, including the introduction and
promotion of alternative brand or OTC versions of such products.

We believe that our controlled-release products may face a limited number of competitors having the
scientific and legal expertise to develop these products and bring them to market as compared to immediate-
release products. We also believe that, for various reasons, our niche products may also face fewer competitors
than most generic products. We believe that potentially fewer competitors, combined with the synergistic
value derived from our pharmaceutical distribution business, better position Andrx to compete in the highly
competitive generic product marketplace. .

Currently, our overall level of profitability remains dependent, to a great extent, on a relatively small
number of products. If these products, particularly our generic versions of Cardizem CD and, to a lesser
extent, Tiazac, Glucotrol XL (supplied by Pfizer) and our Claritin products were to experience increased
competition, the resulting price reductions and/or reduced market share would significantly adversely affect
these products’ contribution to our results of operations. FDA approved an additional generic version of
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Cardizém CD in May 2004, which has not yet been launched, and there is an ANDA pending approval by the
FD'A for a generic version of Tiazac. Consequently, additional generic competition for our versions of these
prO'd‘uct's could occur in early 2005.

Excludmg the $14.5 million write-down of our North Carolina facility in the 2004 second quarter, our
genenc products business experienced two consecutive quarters of declining revenues, gross profits and gross
margin 1o the second half of 2004, and absent introductions of significant new products, additional sequential
quarterly:declines in operating results are likely. Revenues and gross profits will also vary depending upon the
timing and market environment related to the launch of our new products.

'Fut'ﬁr'e 'growth of our generic products business will be generated from the launch of new products,
pamcularly our generic versions of Concerta, which has not been approved by FDA and remains the subject of
Citizen Petitions filed with FDA, and Biaxin XL which, though approved by FDA, we do not plan to launch
earlxer than May 2005 due to patent considerations. We are also working towards a 2005 launch, by Perrigo, of
our. OTC generic version of Claritin-D 12, which was approved in January 2004, towards FDA approval and
Jaunch’ of our own generic versions of Glucotrol XL, so we can generate substantially greater gross margins
than, we presemly earn from our sale of product supplied by Pfizer, and the launch of other ANDA products
awamng approval at the FDA. There is no certainty about whether or when these Andrx products will be
launc}}ed In the event that FDA does not approve certain of our product candidates or their market
introduction is delayed due to other factors such as litigation and new patent listings, among others, we may
need to write- off all or a portion of pre-launch inventories related to these product candidates.

We are also working towards acquiring additional products and increasing our margins through external
efforts such as strategic alliances, collaborative agreements and acquisitions. In some cases these efforts will
result in the utilization of our sales and marketing capabilities, including those obtained through our
distribution operations, to maximize the value of the generic products that other companies are seeking to
market. In other situaticns, we intend to have these efforts result in the development and/or supply of raw
material and finished products by such third party at a lower price. These external efforts will primarily be
directed towards other countries such as India and China.

* We continue to invest in R&D and currently have approximately 30 ANDAs pending at FDA. However,
the launch of our generic product candidates is dependent upon a number of factors, both within and outside
our control. Factors outside our control include new Orange Book patent listings, related patent infringement
litigation and the expiration of others’ exclusivity rights, each of which affects the timing of our receipt of
FDA marketing approval, FDA’s resolution of Citizen Petitions, and the timing and outcome of our patent
liigation. The revenues and gross profits to be generated by these new products will also be affected by the
amount, of .generic. competition they encounter, once launched, particularly after the expiration of any 180-day
exclusmty period that we might have, either alone or on a shared basis, and whether there is an authorized
genenc product in the market.

We have made, are in the process of makmg or will make commercial quantities of certain new products
prior 0 the date on which we anticipate that such products will receive FDA final marketing approval and/or
sansfactory resoluuon of any patent infringement litigation involving such products. The commercial
production. of these products involves the risk that such product(s) may not be successfully scaled-up or
approved for marketmg by FDA on a timely basis or ever and/or that the outcome of such litigation may not
be satisfactory. When an exclusivity period is involved, this is a particularly difficult determination. These risks
nolwnhstandmg, we plan to continue to scale-up and build pre-launch inventories of certain products that have
not yet recelved final FDA marketing approval or for which patent infringement litigation may be pending,
when we behcve that such action is appropriate in relation to the commcrc1al value of the product launch
opportumty

Andrx Brand Products

At theend of 2004, our board of directors approved a plan to divest, or seek other strategic alternatives
for, out brand pharmaceutical business, realigning our business strategy and focusing on our.core competen-
cies of formulation development and marketing of generic controlied-release pharmaceuticals and distribution.
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We engaged Banc of America Securities LLC to assist in the process of divesting or seeking strategic
alternatives for our brand business, which is primarily a sales and marketing organization with a limited
number of products. We anticipate that this process will be completed in 2005. We believe that the brand
business will continue to incur operating losses until the disposition of the business is completed. In addition,
our decision to exit the brand business and the related reduction in sales force may result in declining
prescriptions and lower revenues.

On March 2, 2005, we entered into agreements with First Horizon for the sale and licensing of certain
- rights and assets related to our Fortamet and Altoprev brand pharmaceutical products. First Horizon has
agreed to pay us $50 million for Fortamet and up to $35 million for Altoprev. The amount that we may receive
from First Horizon related to Altoprev, if any, is contingent upon meeting and maintaining certain supply
requirements, as defined. We will also be entitled to receive royalties on net sales, as defined, of Fortamet and
Altoprev of 8% and 15%, respectively. We will retain our obligation to pay a royalty to Sandoz related to
Fortamet subject to certain minimums and a maximum. We have also entered into a long-term manufacturing
and supply arrangement for Fortamet and Altoprev with First Horizon. We will evaluate whether these
arrangements are at fair value and defer recognition of the purchase price as appropriate, if necessary. The
computation of the amount of gain or loss on the transaction, as well as the ultimate disposition of the brand
business goodwill of $26.3 million, will be dependent upon the resolution of the issues described above. The
closing of the transaction, which is subject to certain customary conditions including clearance under the
Hart-Scott-Rodino Antitrust Improvements Act, is expected to occur by May 2005. After that closing occurs,
we have agreed to provide certain transitional services to First Horizon for a period of time. In connection with
this divestiture of our brand business, we estimate that we will incur personnel related expenses of
approximately $8.0 million, including severance, performance incentives and retention. In addition, we
estimate we will incur approximately $6.5 million in other costs which consist of approximately $4.0 million in
non-cash charges primarily related to potential lease impairments as well as payments of approximately
$2.5 million for transaction costs and contract termination costs.

We have encountered and are experiencing manufacturing difficulties with respect to the production of
Altoprev. We have engaged outside consultants to assist us in resolving these issues and are confident that they
will be resclved in a timely manner. Nevertheless, these issues could result in a shortage of product that could
adversely affect our future revenues from Altoprev and the amount we are able to realize upon the disposition
of this asset. We are not aware of any ANDA filing with respect to Altoprev, which has certain patents listed
in the Orange Book. '

In May 2004, we began marketing Fortamet, our second internally developed brand product, which was
approved by FDA in April 2004. Fortamet was awarded a three-year marketing exclusivity period, and we
have listed certain patents in the Orange Book with respect to this product. We are required to pay royalties to
Sandoz on sales of Fortamet for a five-year period, with certain guaranteed annual minimums and maximums.

Though our Entex line of products continues to generate significant revenues, $15.8 million, $11.8 mil-
lion, and $14.2 million in 2004, 2003, and 2002, respectively, the continued economic life of this line of
products is uncertain. Generic versions of Entex LA and Entex PSE were introduced in the third quarter of
2004, which will result in lower revenues and gross profit from these Entex products. Moreover, as a result of
the June 2004 FDA approval of an NDA for an OTC product containing the same active ingredients as our
Entex PSE prescription product, and FDA'’s guidance that such action may result in the withdrawal of similar
unapproved drug products from the market, it is unclear how long FDA will continue to allow the sale of
Entex PSE, and whether similar actions will occur with respect to Entex LA. In July 2004, we began
amortizing the remaining carrying amount of our Entex product rights over 18 months and the amortization
expense related to our Entex product rights increased by $3.1 million to $4.5 million on an annual basis. We
will continue to periodically assess the unamortized portion of our Entex product rights and inventories
($4.5 million and $50,000, respectively, as of December 31, 2004) and the useful life of our Entex product
rights whenever events or changes in circumstances indicate that the carrying amount of our Entex product
rights may not be recoverable. Future FDA actions may significantly impact Entex revenues, the carrying
value of our Entex product rights, and our decision as to whether we should retain or dispose of our Entex
product rights. The Entex and Anexsia product lines, which generated $19.6 million, $15.5 million, and
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$17.5 mi‘llion; in 2004, 2003, and 2002, respectively, are not considered part of the brand business to be
divested. '

In May 2004 FDA issued a tentative NDA approval for our valproate sodium product. Final approval is
pending expiration of a 30-month stay (approximately October 2005), FDA's response to the Citizen Petition
filed by Abbott Laboratories and/or favorable resolution of the patent infringement litigation filed by Abbott
Laboratories. ‘

Pursuant 1o’ our December 2003 agreement with Takeda, we have received a $10 million milestone
payment, the revenue recogmtron of which was deferred because the amount to be retained by us is contingent
upon the occurrence of certain future events. We are also entitled to receive significant additional milestone
payments from Takeda upon the occurrence of certain specified events, as well as a transfer price for product
manufactured by us and a royalty and certain additional performance payments related to Takeda’s sale of the
combmanon product

‘Net salcs of any of our products will be adversely affected by generic mtroducnons, seasonality {for cough
and cold brand products), and by our announced decision to divest or seek alternative strategies for our brand
business, which. has resulted and will likely continue to result in a reduction in the number of sales
representatives. promoting our brand products.

:

Licensing and Royalties Revenue

‘We presently derive licensing and royalties revenue at a2 rate of 6.25% from our October 2002
Commercialization Agreement with KUDCo, which will end in February 2006. The amount of such revenue
we receive depends upon KUDCo's profits from its sales of its generic version of Prilosee, which amount is
subject to competition and numerous estimates for discounts, returns, chargebacks, rebates, shelf-stock
adjustments, and other SRAs and related expenses. As a result of continuing and increased competition, we
anticipate that our révenues from this agreement will continue to decline in 2005.

We believe we maintain a 180-day period of market exclusivity with respect to our ANDA for a generic
version of the 40mg strength of Prilosec, and will continue to attempt to commercialize the value of that
exclusivity period and our generic version of Prilosec. However, there are at least two pending litigation
matters challenging FDA's interpretation of the 180-day exclusivity perrod and the outcome of that litigation
could affect our rights. .

Cost of Goods Sold '

Our future financial performance remains dependent on our ability to manufacture sufficient product to
meet the market demand for our current and anticipated products on a timely basis,

We have made various organizational changes that are intended to improve accountability, foster
teamwork and improve coordination among our R&D, manufacturing and quality groups and thereby better
ensure the timely and uninterrupted supply of our current products and product candidates, maximize
communication and reduce inefficiencies. These changes included assigning and hiring new personnel to
manage our manufacturing and quality groups, respectively, revising our process development and technical
transfer processes, and establishing a project management office to manage our product line from inception to
launch. We have also implemented changes in our training program to better ensure that our manufacturing
and quality cmployecs are properly trained.

We are subject to regular inspections by FDA. Any non-compliance with cGMP or the corrective action
plan we proposed to FDA in response to the Form 483 notices issued by FDA could have a material adverse
effect on our financial condition and results of operations. (See “Risks Relating to the Pharmaceuticals
Industry Generally and to Andrx Specifically” in this Annual Report on Form 10-K).

To meet the market demand for our current and anticipated products, and manufacture our products in
compliance with our regulatory submissions and cGMP requirements, we continue to focus on improving the
efficiency and quality of our manufacturing operations. These efforts include, among others: (i) optimizing our
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processes, thereby reducing product rejections; (ii) implementing quality initiatives to ensure compliance with
¢GMP, including laboratory information management systems; (iii) increasing personnel training, accounta-
bility, development and expertise; (iv) implementing JD Edwards Enterprise Resource Planning (ERP)
system, an integrated planning and operating system, which we accomplished in early 2005; (v) evaluating the
commercial viability of producing certain products that we anticipate will generate a relatively small amount
of profit compared to the utilization of resources in order to allow us to optimize our output and maximize our
profitability; (vi) transferring production (or portions thereof) for certain products to equipment capable of
handling farger batch sizes or to third parties, including foreign contract manufacturers; and (vii} renovating
our facilities to increase capacity and optimize production. Until all of our efforts come to fruition, we will
continue to incur significant costs related to inefficiencies and excess capacity at our manufacturing facilities
and production related write-offs,

We also continue to incur significant costs related to inefficiencies and excess capacity at our
manufacturing facilities because our products employ a variety of technology platforms and we need to prepare
for our future manufacturing requirements. This causes certain of our manufacturing capabilities to at times
be over-utilized, while others are under-utilized and, to remedy those areas where our manufacturing facilities
are over-utilized, we continue to expand our manufacturing capabilities. This expansion will result in increased
unabsorbed overhead in the near future that will be charged directly to cost of goods sold.

We will also incur additional charges directly to cost of goods sold in the manufacture of our products and
product commercialization activities. As a result of all of these and other factors, we may at times have
difficulty fulfilling all of the market demand for our products and having pre-launch quantities of our product
candidates available when we obtain FDA approval to market our products.

SG&A Expenses

Our SG&A expenses vary with the level of our sales and our sales product mix, which includes
distributed products, our generic products and our brand products, and with changes to general and
administrative activities. SG&A expenses related to our distribution business are primarily variable in nature,
and change with our distribution revenues. SG&A expenses related to our generics business are relatively flat
and do not vary significantly with the level of generic revenues. SG&A expenses related to our brand business
generally increase or decrease as a result of our sales and marketing efforts, but will be significantly affected by
our decision to divest this business. Corporate SG&A expenses primarily include general and administrative
expenses related to our corporate headquarters, which primarily houses our information systems, human
resources, legal and corporate executive, finance and administrative functions. It also includes amortization
expense related to restricted stock units.

In connection with the divestiture of our brand business, we estimate that we will incur personne! related
expenses of approximately $8.0 million, including severance, performance incentives and retention. In
addition, we estimate we will incur approximately $6.5 million in other costs which consist of approximately
$4.0 million in non-cash charges primarily related to potential lease impairments as well as payments of
approximately $2.5 million for transaction costs and contract termination costs. We are also reevaluating our
cost structure with respect to corporate and our remaining business units to determine whether our existing
infrastructure remains necessary for our current and anticipated operations. Our infrastructure realignment
decisions could result in additional charges. All of our employees have historically received a grant of stock
options as part of their compensation, and beginning in 2003, such options were to be granted on annual basis
to many of our employees. As a result of the adoption of new accounting rules requiring that such options be
expensed in the first interim period that begins after June 15, 2005, we are in the process of modifying the
manner in which we compensate our employees. It is likely that we will curtail the issuance of stock options
and increase the awarding of restricted stock units and other forms of compensation in the future. As a result,
our corporate SG&A will increase in 2005 due to the expensing of stock options and anticipated increases in
amortization expense related to restricted stock units. Qur corporate SG&A will also be affected by increased
amortization expense related to the JD Edwards ERP system implementation.
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R&D Expenses

We anticipate that R&D expenses for 2005 will total approximately $49 million, and will focus primarily
on generic R&D. R&D expenses will be evaluated throughout 2005 giving consideration to, among other
things, our level of profitability and development opportunities.

Income Taxes

We believe our combined federal and state effective tax rate for 2005 will be approximately 38%.
However, we are currently under audit by the IRS for the years 1999 through 2003. Despite our belief that our
tax return positions are correct, it is our policy to establish accruals for tax contingencies that may result from
examinations by tax authorities. While it is difficult to predict the final outcome of any particular tax matter,
we believe our tax accruals are adequate. The tax accruals are analyzed periodically and adjustments are made
as events occur to warrant such adjustment. It is reasonably likely that our effective tax rate and/or cash flows
may be materially impacted by the ultimate resolution of our tax positions. See Note 12 of Notes to
Consolidated Financial Statements for a discussion of our tax accruals.

Earnings Guidance

Our policy is not to provide specific earnings projections or guidance, and not to comment on research
analyst reports, including earnings estimates or consensus. Through public disclosures such as our press
releases and periodic SEC reports, including this Form 10-K, we attempt to provide sufficient disclosure of
both our current status and future prospects, using the Safe Harbor provision for forward-looking statements
prescribed in the Private Securities Litigation Reform Act of 1995, to allow the investment community to
properly evaluate us and our prospects for performance. There can be no assurance that research analysts in
using publicly available information will generate research reports or earnings estimates consistent with our
actual internal plan or that such estimates will not vary significantly from analyst to analyst. Accordingly, even
if we execute our own plans, our actual performance may be substantially different than what is reflected in
any individual research analyst’s reports or earnings estimate or the consensus of such estimates.

RECENT ACCOUNTING PRONOUNCEMENTS
Inventory Costs

In November 2004, the Financial Accounting Standards Board (FASB) issued Financial Accounting
Standards No. 151, “Inventory Costs” (SFAS 151), amending the guidance in Accounting Research Bulletin
(ARB) No. 43, Chapter 4, “Inventory Pricing” by clarifying the accounting for certain items. SFAS 151
clarifies that abnormal amounts of idle facility expense, freight, handling costs, and wasted materials
(spoilage) should be recognized as current-period charges, and requires the allocation of fixed production
overheads to inventory based on the normal capacity of the production facilities. SFAS 151 is effective for
inventory costs incurred during fiscal years beginning after June 15, 2005, however, earlier application is
permitted. SFAS No. 151 will not have a material impact on our consolidated financial statements.

‘Share-Based Payment

In December 2004, the FASB issued SFAS No. 123 (revised 2004), “Share-Based Payment”
(SFAS No. 123(R)). SFAS No. 123(R) requires that the cost relating to share-based payment transactions,
including share options, restricted share plans, and employee share purchase plans, be recognized in financial
statements. The cost of these transactions will be measured based on the fair value of the equity or liability
instruments issued. SFAS No. 123(R) replaces SFAS No. 123, “Accounting for Stock-Based Compensa-
tion”, and supersedes APB Opinion No. 25, “Accounting for Stock Issued to Employees™: SFAS No. 123, as
originally issued'in 1995, established as preferable a fair-value-based method of accounting for share-based
payment transactions with employees. However, that Statement permitted entities the option of continuing to
apply the. guidance in APB Opinion No. 25, as long as the footnotes to financial statements disclosed what net
income would have been had the preferable fair-value-based method been used. Public companies will be
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required to apply the provisions of SFAS No. 123(R) as of the first interim or annual reporting period that
begins after June 15, 2005.

As discussed in Note 15 of Notes to Consolidated Financial Statements, we have accelerated the vesting
of out-of-the-money unvested stock options, in accordance with APB Opinion No. 25. There can be no
assurance that the acceleration of the vesting of these options will not result in some future compensation
expense. We will begin to expense the remaining in-the-money unvested stock options awarded to acquire
approximately 1,100,000 shares of Andrx common stock in our first interim reporting period that begins after
June 15, 2005, in accordance with the provisions of SFAS No. 123{R). We have estimated that the
compensation expense to be recognized related to these options, assuming no forfeitures and no additional
grants, will be approximately $4.0 million, of which $1.0 million, $2.0 million, $850,000, and $150,000 will be
expensed in 2005, 2006, 2007, and thereafter, respectively.

It is likely that we will curtail the issuance of stock options and increase the awarding of restricted stock
units and other forms of compensation in the future.

Once the provisions of SFAS No. 123(R) go into effect, our Employee Stock Purchase Plan will also be
treated as compensatory. We cannot estimate the compensation expense that will be recognized in connection
with our Employee Stock Purchase Plan because such expense will depend on the number of employees
participating in the plan, our stock price, and other factors. Had SFAS No. 123(R) been in effect in 2004, the
compensation expense recognized in connection with our Employee Stock Purchase Plan would have been
immaterial to our results of operations.

Accounting for Income Taxes — the American Jobs Creation Act of 2004

In December 2004, the FASB issued FASB Staff Position (FSP) FAS 109-1, “Application of FASB
Statement No. 109, Accounting for Income Taxes, to the Tax Deduction on Qualified Production Activities
Provided by the American Jobs Creation Act of 2004”. FSP FAS 109-1 states that the qualified production
activities deduction under the American Jobs Creation Act of 2004 be accounted for as a special deduction in
accordance with FAS 109, and not as a rate reduction. A special deduction is accounted for by recording the
benefit of the deduction in the year in which it can be taken in the company’s tax return, and not by adjusting
deferred taxes in the period of enactment. FSP FAS 109-1 was effective upon issuance. As a result of FSP
FAS 109-1 and the American Jobs Creation Act of 2004, we expect that our effective income tax rate will be
reduced; however, we cannot quantify the impact of such rate reduction as we are awaiting implementation
guidance from the U.S. Treasury Department and the IRS.

LITIGATION

See Note 17 of Notes to Consolidated Financial Statements

Item 7a. Quantitative and Qualitative Disclosure About Market Risk

We invest cash balances in excess of operating requirements in cash equivalents and marketable
securities, generally money market funds, corporate debt, U.S. and government agency securities, state,
municipal and local agency securities, and auction rate securities with an average maturity of approximately
one and a half years. In 2004, a committee