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2/13/24, 2:36 PM Annual Report

Information required by Part III is incorporated by reference to portions of the Registrant’s Proxy Statement for the 2004 Annual
Meeting of Shareholders which will be filed with the Securities and Exchange Commission within 120 daysafter the close of the
Registrant’s 2003 year end.
 

https://www.sec.gov/Archives/edgar/data/772 197/000119312504040619/d10k.htm 2/119
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3



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% ����!

&'()*�+,�-+./*./0 123&�4�4/*5�67�890:.*00� 890:.*00�;<*=<:*>� ?@�AB@�A�CDEFGHAFGIHAE�JICKAHL�@HMAM@N�GH�FO@�B@P@ABJOQ�N@R@EIKC@HFQ�CAHDSAJFDB@�AHN�CABT@FGHM�IS�KOABCAJ@DFGJAE�KBINDJFPU�?@V@B@�GHJIBKIBAF@N�GH�WEIBGNA�GH�XYYZQ�AP�PDJJ@PPIB�FI�A�[@EAVAB@�JIBKIBAFGIH�SIBC@N�GH�XY\]U� ?@�CAHDSAJFDB@�AHN̂IB�CABT@F�P@R@BAE�_BAHN�HAC@�KOABCAJ@DFGJAE�KBINDJFP�AHN�A�VGN@�RABG@FL�IS�_BAHN�@̀DGRAE@HF�AHN�IR@BaFO@aJIDHF@B�KOABCAJ@DFGJAE�KBINDJFPQ�KBGCABGEL�GH�FO@�bHGF@N�cFAF@PQ�dDBIK@�AHN�eAFGH�fC@BGJAU�?@�AEPI�OAR@�PD_PGNGABG@P�EIJAF@N�FOBIDMOIDFFO@�VIBENQ�PIC@�IS�VOGJO�AB@�ACIHM�FO@�E@ANGHM�KOABCAJ@DFGJAE�JICKAHG@P�GH�FO@GB�CABT@FPU�?@�CAGHFAGH�CAHDSAJFDBGHM�IK@BAFGIHP�GHfBM@HFGHAQ�gOGE@Q�gOGHAQ�FO@�gh@JO�i@KD_EGJQ�j@BCAHLQ�kB@EAHNQ�kFAELQ�l@mGJIQ�nD@BFI�iGJIQ�FO@�bHGF@N�oGHMNICQ�FO@�bHGF@N�cFAF@PQ�FO@bUcU�pGBMGH�kPEAHNP�AHN�p@H@hD@EAU�?@�JIHNDJF�IDB�B@P@ABJO�AHN�N@R@EIKC@HF�KBIMBACP�GH�FO@�gh@JO�i@KD_EGJQ�qDHMABLQ�kHNGAQ�FO@�bHGF@NoGHMNIC�AHN�FO@�bHGF@N�cFAF@PU�?@�AEPI�OAR@�CABT@FGHM�AHN�PAE@P�IK@BAFGIHP�GH�fh@B_AGrAHQ�sDEMABGAQ�gIPFA�iGJAQ�gBIAFGAQ�dE�cAERANIBQdPFIHGAQ�WGHEAHNQ�WBAHJ@Q�jDAF@CAEAQ�qIHNDBAPQ�qIHM�oIHMQ�oAhATOPFAHQ�eAFRGAQ�eGFODAHGAQ�tO@�u@FO@BEAHNPQ�uGJABAMDAQ�nAHACAQ�n@BDQnIEAHNQ�iICAHGAQ�iDPPGAQ�FO@�cEIRAT�i@KD_EGJQ�cV@N@HQ�cVGFh@BEAHNQ�tAGVAHQ�bTBAGH@Q�bBDMDAL�AHN�bh_@TGPFAH�AHN�CABT@F�IDB�KBINDJFPFOBIDMO�NGPFBG_DFIBP�IB�rIGHF�R@HFDB@P�GH�IFO@B�SIB@GMH�CABT@FPU�v=+>/w�x/='/*y:*0� ?@�@mK@JF�IDB�SDFDB@�MBIVFO�FI�JIC@�SBICz�� { NGPJIR@BGHM�AHN�N@R@EIKGHM�AHN̂IB�AJ̀DGBGHM�H@V�KBINDJFP|�� { N@R@EIKGHM�AHN�CABT@FGHM�P@E@JF@N�_BAHN�@̀DGRAE@HF�KOABCAJ@DFGJAEP|�� { E@R@BAMGHM�KBIKBG@FABL�F@JOHIEIML�AHN�N@R@EIKC@HF�PFB@HMFOP�GH�FO@�B@PKGBAFIBL�AHN�IHJIEIML�AB@AP|�� { KDBPDGHM�JICKE@C@HFABLQ�AJJB@FGR@�IB�PFBAF@MGJ�AJ̀DGPGFGIHP|�AHN�� { PFBAF@MGJAEEL�@mKAHNGHM�PAE@P�AHN�NGPFBG_DFGIH�IS�IDB�KBIKBG@FABL�AHN�_BAHN@N�KBINDJFP�AP�V@EE�AP�IDB�_BAHN�@̀DGRAE@HFKOABCAJ@DFGJAE�KBINDJFPU�}~������������}����������������������~�~�~������������������� ?@�@mK@JF�FOAF�H@V�KBINDJFP�FOAF�V@�NGPJIR@BQ�N@R@EIK�AHN̂IB�AJ̀DGB@�VGEE�KBIRGN@�A�JIBH@BPFIH@�SIB�IDB�SDFDB@�MBIVFOU�kH��JFI_@BXYYYQ�V@�NBACAFGJAEEL�GHJB@AP@N�FO@�PGh@�AHN�PJIK@�IS�IDB�H@V�KBINDJF�N@R@EIKC@HF�JAKA_GEGFL�FOBIDMO�IDB�AJ̀DGPGFGIH�IS�FO@�kHPFGFDF@�SIB[BDM�i@P@ABJO��HIV�JAEE@N�kpf��[BDM�i@P@ABJO�kHPFGFDF@�Q�VOGJO�OAN�AKKBImGCAF@EL��]��@CKEIL@@P�@HMAM@N�GH�NBDM�B@P@ABJO�AHNN@R@EIKC@HFU�?@�JDBB@HFEL�OAR@�IR@B�\���K@IKE@�GHRIER@N�GH�IDB�NBDM�B@P@ABJO�AHN�N@R@EIKC@HF�KBIMBACPU�kH����ZQ�V@�PK@HF��X�\UZCGEEGIH�SIB�JICKAHLaPKIHPIB@N�B@P@ABJO�AHN�N@R@EIKC@HF�AJFGRGFG@P�JICKAB@N�FI����U��CGEEGIH�GH������AHN��\\U��CGEEGIH�GH����XU

4



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% #���!
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other things, the FDA may withhold approval ofNDAs, ANDAsorother product applications of a facility if deficiencies are found at that
facility. Vendors that supply us with finished products or components that we use to manufacture, packageor label products are subject to
similar regulation and periodic inspections.

Following such inspections, the FDA may issue notices on Form 483 and warningletters that could cause us to modify certain
activities identified during the inspection. A Form 483 notice is generally issued at the conclusion of an FDA inspection andlists
conditions the FDA investigators believe may violate good manufacturing practices or other FDA regulations. Failure to comply with FDA
or other governmental regulations can result in fines, unanticipated compliance expenditures, recall or seizure ofproducts,total or partial
suspension ofproduction and/ordistribution, suspension of the FDA’s review ofNDAs, ANDAs orother product applications,
enforcement actions, injunctions and criminal prosecution. Under certain circumstances the FDAalso has the authority to revoke
previously granted drug approvals.

The evolving and complex nature of regulatory requirements, the broad authority and discretion of the FDA and the severely high
level of regulatory oversight result in a continuing possibility that we may be adversely affected by regulatory actions despite our efforts to
maintain compliance with regulatory requirements.

In addition to FDArestrictions on marketing ofpharmaceutical products, several other types of state and federal laws have been
applied to restrict certain marketing practices in the pharmaceutical industry in recent years. These laws include anti-kickback statutes and
false claimsstatutes.

The federal health care program anti-kickback statute prohibits, among other things, knowingly and willfully offering, paying,
soliciting, or receiving remuneration to induce or in return for purchasing, leasing, ordering, or arranging for the purchase, lease, or order
of any health care item or service reimbursable under Medicare, Medicaid, or other federally financed healthcare programs. Thisstatute
has beeninterpreted to apply to arrangements between pharmaceutical and device manufacturers on one hand andprescribers, purchasers,
and formulary managers on the other. Although there are a numberofstatutory exemptions and regulatory safe harbors protecting certain
commonactivities from prosecution, the exemptions and safe harbors are drawn narrowly, andpractices that involve remuneration
intended to induce prescribing, purchases, or recommendations may be subject to scrutiny if they do not qualify for an exemptionor safe
harbor.

Federal false claims laws prohibit, among other things, any person from knowingly presenting, or causing to be presented, a false
claim for paymentto the federal government, or knowingly making, or causing to be made,a false statementto get a false claim paid. The
majority of states also have statutes or regulations similar to the federal anti-kickback law and false claims laws, which apply to items and
services reimbursed under Medicaid and other state programs,or, in several states, apply regardless of the payor. Sanctions underthese
federal and state laws may include civil monetary penalties, exclusion of a manufacturer’s products from reimbursement under government
programs, criminal fines, and imprisonment.

Becauseofthe breadth of these laws and the narrownessofthe safe harbors,it is possible that some of our businessactivities could
be subject to challenge under one or more of such laws. Such a challenge could have a material adverse effect on our business,financial
condition and results of operations.

In connection with our activities outside the United States, we are also subject to regulatory requirements governingthe testing,
approval, manufacture, labeling, marketing and sale ofpharmaceutical and diagnostic products, which requirements vary from country to
country. Whether or
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In addition to product development, other competitive factors in the pharmaceutical industry include product quality, price, customer
service, and reputation. Price is a key competitive factor in the brand equivalent pharmaceutical business. To compete effectively on the
basis ofprice and remainprofitable, a brand equivalent drug manufacturer must manufacture its products in a cost-effective manner.

Revenuesandgrossprofit derived from brand equivalent pharmaceutical products tend to follow a pattern based on regulatory and
competitive factors unique to the brand equivalent pharmaceutical industry. As patents for brand name products andrelated exclusivity
periods mandated by regulatory authorities expire, the first brand equivalent manufacturer to apply for regulatory approval for generic
equivalents of such products may be entitled to a 180-day period ofmarketing exclusivity under the Hatch-Waxman Act. During this
exclusivity period, the FDA cannot approve any other generic equivalent. Ifwe are not the first brand equivalent applicant, our brand
equivalent product will be kept off the market during the 180-day exclusivity period forthe first brand equivalent commercial launch of the
product. Thefirst brand equivalent product on the marketis usually able to achieve relatively high revenues and gross profit. As other
brand equivalent manufacturers receive regulatory approvals and enter the market, prices typically decline, and in some cases dramatically.
Accordingly,the level of revenues and grossprofit attributable to brand equivalent products that we develop and manufacture is
dependent,in part, on:

* our ability to maintain a pipeline ofproducts in development;

* our ability to develop and rapidly introduce new products;

* the timing of regulatory approval of such products;

* the numberand timing of regulatory approvals of competing products;

* our ability to manufacture such products efficiently; and

* our ability to market such productseffectively.

Becauseofthe regulatory and competitive factors discussed above, our revenuesand results of operations historically have fluctuated
from period to period. We expect this fluctuation to continue as long as a significant part of our revenues are generated from sales ofbrand
equivalent pharmaceuticals.

In addition to competition from other brand equivalent drug manufacturers, we face competition from brand name companiesas they
increasingly sell their products into the brand equivalent market directly by establishing, acquiring or forming licensing or business
arrangements with brand equivalent pharmaceutical companies. No regulatory approvals are required for a brand name manufacturerto
sell directly or through a third party to the brand equivalent market, nor do such manufacturers face any other significantbarriers to entry
into such market.

In addition, many large drug companies are increasingly pursuing strategies to prevent or delay the introduction ofbrand equivalent
competition. These strategies include:

* seeking to establish regulatory obstacles to the ability ofbrand equivalent product manufacturers to demonstrate that there is no
significant difference in the rate and extent to which the active ingredient in the brand equivalent product becomesavailable at
the site of drug action as compared to the brand name counterpart;

* instituting legal actions based on processorotherpatents that allegedly are infringed by the brand equivalent products that
automatically delay approval ofbrand equivalent products because the approval of the brand equivalent product requires
certifications that the brand name drug’s patents are invalid or would not be infringed by the brand equivalent;
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could cause production or other delays, and, in the case ofproducts for which only one approved raw material supplier exists, could result
in a material loss of sales, with consequent adverse effects on our business. In addition, because raw material sources for pharmaceutical
products must generally be 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 obtain a significant portion of our raw materials from foreign suppliers, and our
arrangements with such suppliers are subject to FDA, customs and other governmentclearances, duties and regulation by the countries of
origin.

Returns

Based on industry practice in the United States, brand equivalent manufacturers, including us, have liberal return policies and have
been willing to give customers post-sale inventory allowances. Underthese arrangements, the manufacturers give customerscredits on the
manufacturer’s brand equivalent products which the customers hold in inventory after decreases in the market prices of the brand
equivalent products. Like our competitors, we also give credits for charge-backs to wholesale customers that have contracts with us for
their sales to hospitals, group purchasing organizations, pharmacies or other retail customers.

Seasonality

While certain of our individual products may have a degree of seasonality, there are no significant seasonal aspects to our business,
except that sales ofpharmaceutical products indicated for colds and flu symptomsare higher during the fourth quarter as customers
supplement inventories in anticipation of the cold and flu season. In addition, revenues that are contingent upon licensees achieving certain
sales targets during the year tend to be higherin the secondhalfof the year.

Environmental Matters

Weare engaged in a continuing program to comply with federal, state and local environmental laws and regulations. Whileit is
impossible to accurately predict the future costs associated with environmental compliance and potential remediation activities,
compliance with environmental laws is not expected to require significant capital expenditures and hasnot had,andis not presently
expected to have, a material adverse effect on our earnings or competitive position. See “Item 3. Legal Proceedings”for a description of an
environmental proceeding involving one of our subsidiaries.

Employees

As of December 31, 2003, we had approximately 8,719 employees worldwide.

Available Information

Our Internet website is: www.ivax.com. We make available, free of charge through our website, our annual report on Form 10-K,
quarterly reports on Form 10-Q,current reports on Form 8-K and amendmentsto those reports filed pursuant to Section 13(a) or 15(d) of
the Exchange Act as soon as reasonably practicable after such documents are electronically filed with or furnished to the Securities and
Exchange Commission. Information contained in our website is not part of this report.

Risk Factors

You should carefully consider the risks described below. These and other risks could materially and adversely affect our business,
operating results or financial condition. You should also refer to the other information contained or incorporated by reference in this report.
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A relatively small group of products and customers mayrepresent a significant portion of our net revenues or net earnings from
time to time. If the volumeor pricing of any of these products declines or we lose customers, it could have a material adverse effect
on our business, financial condition and results of operations.

Sales of a limited numberofour products often represent a significant portion of our net revenuesor net earnings. This has been
particularly relevant when a product has enjoyed a period of generic marketing exclusivity under the Hatch-Waxman Actas the first
ANDAto befiled containing a paragraph iv certification for the listed patent. If the volumeorpricing of our largest selling products
declines in the future, our business, financial condition and results of operations could be materially adversely affected.

A significant portion of our net revenues are derived from sales to a limited numberof foreign and domestic customers. Any
significant reduction or loss ofbusiness with one or several of these customers could have a material adverse effect on our business,
financial condition andresults of operations.

Wedependon our patents and proprietary rights and cannot be certain of their confidentiality and protection.

Our success with our proprietary products depends,in large part, on our ability to protect our current and future technologies and
products and to defend our intellectual property rights. Ifwe fail to adequately protect our intellectual property, competitors may
manufacture and market products similar to ours. We have numerous patents covering our technologies. We havefiled, and expect to
continue to file, patent applications seeking to protect newly developed technologies and products in various countries, including the
United States. The United States Patent and Trademark Office does not publish patent applications or make information about pending
applications available to the public until it issues the patent. Since publication of discoveries in the scientific or patent literature tends to
follow actual discovery by several months, we cannot be certain that we werethefirst to file patent applications on our discoveries. We
cannotbe sure that we will receive patents for any of our patent applications or that any existing or future patents that we receive or license
will provide competitive advantages for our products. We also cannot be sure that competitors will not challenge, invalidate or void the
application of any existing or future patents that we receiveorlicense. In addition, patent rights may not prevent our competitors from
developing,using or selling products that are similar or functionally equivalent to our products.

Wealso rely on trade secrets, unpatented proprietary know-how and continuing technological innovation. We use confidentiality
agreements with licensees, suppliers, employees and consultants to protect our trade secrets, unpatented proprietary know-how and
continuing technological innovation. We cannot assure youthat these parties will not breach their agreements with us. We also cannot be
certain that we will have adequate remedies for any breach. Disputes may arise concerning the ownership ofintellectual property or the
applicability of confidentiality agreements. Furthermore, we cannotbe sure that our trade secrets and proprietary technology will not
otherwise become known orthat our competitors will not independently develop our trade secrets and proprietary technology. We also
cannotbe sure, ifwe do not receive patents for products arising from research, that we will be able to maintain the confidentiality of
information relating to our products.

Third parties may claim that weinfringe their proprietary rights and may prevent us from manufacturing andselling some of our
products.

The manufacture, use and sale ofnew products that are the subject of conflicting patent rights have been the subject of substantial
litigation in the pharmaceutical industry. These lawsuits relate to the validity and infringementofpatents or proprietary rights of third
parties. We may have to defend against charges that we violated patents or proprietary rights ofthird parties. This is especially true for the
sale of the brand equivalent version ofproducts on which the patent covering the branded productis expiring, an area where
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infringementlitigation is prevalent. Our defense against charges that we infringed third party patents or proprietary rights could require us
to incur substantial expense and to divert significant effort of our technical and management personnel. Ifwe infringe onthe rights of
others, we could lose our right to develop or make some products or could be required to pay monetary damagesorroyaltiesto license
proprietary rights from third parties.

Althoughthe parties to patent and intellectual property disputes 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 cannotbe certain that the necessary licenses would be available to us on terms webelieve to be acceptable. As a
result, an adverse determination in a judicial or administrative proceeding or failure to obtain necessary licenses could prevent us from
manufacturing and selling a numberofour products.

Ournet revenues andprofits will be negatively impacted if we are unable to replace or renew licensefees, royalties and
developmentservice fees as the existing related agreements expire or are terminated.

As part of our ongoing business strategy we enter into collaborative alliances and license arrangements, which permit us to reduce
our developmentcosts and often involve the receipt of an up-front payment, payment of fees upon completion of certain development
milestones and also provide for royalties based upon sales of the products after successful development. We havereceived significant
payments in the past from these arrangements and expect that payments from these arrangements will continue to be an important part of
our business. Our future net revenues and profits will depend and will fluctuate from period to period, in part, based upon:

* our ability to continue to enterinto collaborative alliances and license agreements, which provide for up-front payments,
milestone payments androyalties;

* our ability to replace or renew license fees, royalties and development service fees as the existing related agreements expire or
are terminated; and

* our ability to achieve the milestones specified in our license and development agreements.

If we are unsuccessful in our collaborationsor licensing arrangements our operating results could suffer.

We have made investments in certain collaborations and licensing arrangements and may use these and other methods to develop or
commercialize products in the future. These arrangements typically involve other pharmaceutical companies as partners that may be
competitors of ours in certain markets. In many instances, we will not control these collaborations or the commercial exploitation of the
licensed products, and cannot assure you that these ventures will be profitable.

Ourresearch and development expenditures will negatively impact our earnings in the short term.

We spent approximately $108.3 million during 2003 on our research and developmentefforts. This amountrepresentsa significant
increase in the amounts weallocated to research and developmentin prior periods. We may in the future increase the amounts we expend
for research and development. Asa result, our research and development expenditures may have an adverse impact on our earnings in the
short term. Further, we cannot be sure that our research and development expenditures will, in the long term, result in the discovery or
developmentofproducts which prove to be commercially successful.

19

https://www.sec.gov/Archives/edgar/data/772 197/000119312504040619/d10k.htm 22/119



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% �����!

&'()*�+,�-+./*./0120345/2+.�+,�53+647/2+.�'/�+43�532.725')�8'.4,'7/432.9�,'72)2/:�7+4)6�;'<*�'�8'/*32')�'6<*30*�*,,*7/�+.�+43�(402.*00=�,2.'.72')7+.62/2+.�'.6�3*04)/0�+,�+5*3'/2+.0>� ?@ABCDEB�FG�BHIG�CABGJ�KHLM@MAMGNO�H�NMEPMKMLHPA�HQCDPA�CK�CDJ�RJHPS�GTDMIH@GPA�UJCSDLAN�HJG�UJCSDLGS�HA�CDJ�@HJEGNA�QHPDKHLADJMPEKHLM@MAV�MP�WDGJAC�XMLCY�?�NMEPMKMLHPA�SMNJDUAMCP�HA�ABHA�KHLM@MAVO�GIGP�CP�H�NBCJAZAGJQ�RHNMNO�LCD@S�MQUHMJ�CDJ�HRM@MAV�AC�UJCSDLG�HPS�NBMUUJCSDLAN�CP�H�AMQG@V�RHNMNO�FBMLB�LCD@S�BHIG�H�QHAGJMH@�HSIGJNG�GKKGLA�CP�CDJ�RDNMPGNNO�KMPHPLMH@�LCPSMAMCP�HPS�JGND@AN�CK�CUGJHAMCPNY�[43�'7\4202/2+.0�8':�3*647*�+43�*'3.2.90=�(*�62,,274)/�,+3�40�/+�7+8(2.*�2./+�+43�+5*3'/2+.0�+3�3*\423*�40�/+�+(/'2.�'662/2+.'),2.'.72.9>� ]P�ABG�CJSMPHJV�LCDJNG�CK�CDJ�RDNMPGNN�FG�GIH@DHAG�UCAGPAMH@�RDNMPGNN�HLTDMNMAMCP�CUUCJADPMAMGNO�NCQG�CK�FBMLB�QHV�RG�QHAGJMH@Y�̂GNGG_�HLTDMNMAMCPN�FBMLB�FM@@�UJCIMSG�PGF�UJCSDLA�HPS�QHJ_GA�CUUCJADPMAMGNO�RGPGKMA�KJCQ�HPS�QH̀MQMaG�CDJ�G̀MNAMPE�HNNGANO�HPS�HSS�LJMAMLH@QHNNY�?LTDMNMAMCPN�QHV�G̀UCNG�DN�AC�HSSMAMCPH@�JMN_N�HPS�QHV�BHIG�H�QHAGJMH@�HSIGJNG�GKKGLA�CP�CDJ�JGND@AN�CK�CUGJHAMCPNY�?PV�HLTDMNMAMCPNFG�QH_G�QHVb�� c KHM@�AC�HLLCQU@MNB�CDJ�NAJHAGEML�CRdGLAMIGNe�� c PCA�RG�NDLLGNNKD@@V�LCQRMPGS�FMAB�CDJ�CUGJHAMCPNe�� c PCA�UGJKCJQ�HN�G̀UGLAGSe�HPS�� c G̀UCNG�DN�AC�LJCNN�RCJSGJ�JMN_NY� ]P�HSSMAMCPO�RHNGS�CP�LDJJGPA�HLTDMNMAMCP�UJMLGN�MP�ABG�UBHJQHLGDAMLH@�MPSDNAJVO�CDJ�HLTDMNMAMCPN�LCD@S�MPMAMH@@V�JGSDLG�CDJ�UGJ�NBHJGGHJPMPEN�HPS�HSS�NMEPMKMLHPA�HQCJAMaHAMCP�G̀UGPNG�CK�MPAHPEMR@G�HNNGANY�fDJ�HLTDMNMAMCP�NAJHAGEV�QHV�JGTDMJG�DN�AC�CRAHMP�HSSMAMCPH@�SGRA�CJGTDMAV�KMPHPLMPEO�JGND@AMPE�MP�HSSMAMCPH@�@GIGJHEGO�CJ�MPLJGHNGS�SGRA�CR@MEHAMCPN�HN�LCQUHJGS�AC�GTDMAVO�HPS�SM@DAMCP�CK�CFPGJNBMUY�̂G�QHVPCA�RG�HR@G�AC�KMPHPLG�HLTDMNMAMCPN�CP�AGJQN�NHAMNKHLACJV�AC�DNY�g*�8':�(*�4.'()*�/+�8'.'9*�+43�93+h/;>� fIGJ�ABG�UHNA�KMIG�VGHJNO�CDJ�RDNMPGNNGN�HPS�UJCSDLA�CKKGJMPEN�BHIG�EJCFP�NDRNAHPAMH@@VY�iBMN�EJCFAB�HPS�G̀UHPNMCP�BHN�U@HLGSO�HPS�MNG̀UGLAGS�AC�LCPAMPDG�AC�U@HLGO�H�NMEPMKMLHPA�NAJHMP�CP�CDJ�QHPHEGQGPAO�CUGJHAMCPH@�HPS�KMPHPLMH@�JGNCDJLGNY�iC�QHPHEG�CDJ�EJCFABO�FG�QDNALCPAMPDG�AC�jMk�G̀UHPS�CDJ�CUGJHAMCPH@O�LDNACQGJ�NDUUCJA�HPS�KMPHPLMH@�LCPAJC@�NVNAGQN�HPS�jMMk�BMJGO�AJHMP�HPS�JGAHMP�TDH@MKMGS�UGJNCPPG@Y�̂GLHPPCA�HNNDJG�VCD�ABHA�FG�FM@@�RG�HR@G�AC�HSGTDHAG@V�QHPHEG�CDJ�EJCFABY�]K�FG�HJG�DPHR@G�AC�QHPHEG�CDJ�EJCFAB�GKKGLAMIG@VO�CDJ�RDNMPGNNOJGND@AN�CK�CUGJHAMCPN�HPS�KMPHPLMH@�LCPSMAMCP�LCD@S�RG�QHAGJMH@@V�HSIGJNG@V�HKKGLAGSY�l�.48(*3�+,�2./*3.')�'.6�*m/*3.')�,'7/+30�;'<*�7'40*6�'.6�8':�7+./2.4*�/+�7'40*�/;*�8'3n*/�5327*�+,�+43�0/+7n�/+�(*�<+)'/2)*>� iBG�QHJ_GA�UJMLGN�KCJ�NGLDJMAMGN�CK�LCQUHPMGN�GPEHEGS�MP�UBHJQHLGDAMLH@�SGIG@CUQGPAO�MPL@DSMPE�DNO�BHIG�RGGP�IC@HAM@GY�oHPVKHLACJNO�MPL@DSMPE�QHPV�CIGJ�FBMLB�FG�BHIG�PC�LCPAJC@O�QHV�BHIG�H�NMEPMKMLHPA�MQUHLA�CP�ABG�QHJ_GA�UJMLG�CK�CDJ�LCQQCP�NACL_O�MPL@DSMPEFMABCDA�@MQMAHAMCPb�� c CDJ�CJ�CDJ�LCQUGAMACJNp�HPPCDPLGQGPA�CK�AGLBPC@CEMLH@�MPPCIHAMCPN�CJ�PGF�LCQQGJLMH@�UJCSDLANe�� c LBHPEGN�MP�ECIGJPQGPAH@�JGED@HAMCPe�� c CDJ�CJ�CDJ�LCQUGAMACJNp�JGLGMUA�CK�JGED@HACJV�HUUJCIH@Ne�� c CDJ�CJ�CDJ�LCQUGAMACJNp�SGIG@CUQGPAN�JG@HAMPE�AC�UHAGPAN�CJ�UJCUJMGAHJV�JMEBANe� qr
23

2/13/24, 2:36 PM Annual Report

Table of Contents

Disruption of production at our principal manufacturingfacility could have a material adverse effect on our business, financial
condition andresults of operations.

Although wehaveotherfacilities, a significant amount of our brand equivalent products are produced at our largest manufacturing
facility in Puerto Rico. A significant disruption at that facility, even on a short-term basis, could impair our ability to produce and ship
products on a timely basis, which could have a material adverse effect on our business, financial condition and results of operations.

Ouracquisitions may reduce our earnings, be difficult for us to combine into our operations or require us to obtain additional
financing.

In the ordinary course of our business we evaluate potential business acquisition opportunities, some of which may be material. We
seek acquisitions which will provide new product and market opportunities, benefit from and maximize our existing assets, and addcritical
mass. Acquisitions may exposeus to additional risks and may have a material adverse effect on our results of operations. Any acquisitions
we make may:

*—fail to accomplish our strategic objectives;

* not be successfully combined with our operations;

* not perform as expected; and

* expose us to cross borderrisks.

In addition, based on current acquisition prices in the pharmaceutical industry, our acquisitions could initially reduce our per share
earnings and addsignificant amortization expense of intangible assets. Our acquisition strategy may require us to obtain additional debt or
equity financing, resulting in additional leverage, or increased debt obligations as compared to equity, and dilution of ownership. We may
not be able to finance acquisitions on terms satisfactory to us.

We may be unable to manage our growth.

Overthe past five years, our businesses and product offerings have grown substantially. This growth and expansion has placed, and is
expected to continueto place, a significant strain on our management, operational and financial resources. To manage our growth, we must
continue to (i) expand our operational, customer support and financial control systems and(ii) hire, train and retain qualified personnel. We
cannotassure you that we will be able to adequately manage our growth. Ifwe are unable to manage our growth effectively, our business,
results of operations and financial condition could be materially adversely affected.

A numberofinternal and external factors have caused and may continue to cause the marketprice of our stock to bevolatile.

The market prices for securities of companies engaged in pharmaceutical development, including us, have been volatile. Many
factors, including many over which we have no control, may have a significant impact on the market price of our commonstock, including
without limitation:

* our or our competitors’ announcement of technological innovations or new commercial products;

* changes in governmental regulation;

* our or our competitors’ receipt of regulatory approvals;

* our or our competitors’ developments relating to patents or proprietary rights;
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* publicity regarding actual or potential medical results for products that we or our competitors have under development; and

* period-to-period changesin financial results.

Sales of our products may be adversely affected by the continuing consolidation of our distribution network and the concentration
of our customerbase.

A significant amountofour sales are madeto a relatively few foreign and domestic drug wholesalers,retail drug chains, managed
care purchasing organizations, mail order and hospitals. These customers represent an essential part of the distribution chain of
pharmaceutical products. These customers have undergone,and are continuing to undergo, significant consolidation. This consolidation
mayresult in these groups gaining additional purchasing leverage and consequently increasing the product pricing pressures facing our
business. Additionally, the emergence of large buying groups representing independent retail pharmacies and the prevalence and influence
of managedcare organizations and similar institutions potentially enable those groups to attempt to extract price discounts on our products.
The result of these developments may have a material adverse effect on our business, financial condition and results of operations.

Political and economic instability and foreign currency fluctuations may adversely affect the revenues generated by our foreign
operations.

Our foreign operations may be affected by the following factors, among others:

* political and/or economic instability in some countries in which we currently do business or may do businessin the future
through acquisitions or otherwise;

* uncertainty as to the enforceability of, and government control over, commercialrights;

* expropriation by foreign governmentalentities;

* limitations on the repatriation of investment income, capital and other assets;

* currency exchange fluctuations and currencyrestrictions; and

* other adverse regulatory or legislative developments.

Wesell products in many countries that are susceptible to significant foreign currency risk. We sell many of these products for United
States dollars, which eliminates our direct currency risk but increases our credit risk if the local currency devalues significantly and it
becomes more difficult for customers to purchase the United States dollars required to pay us. We sell a growing numberofproducts,
particularly in Latin America, for local currency, which results in a direct currencyriskto us if the local currency devalues significantly.
Additional foreign acquisitions may increase our foreign currency risk and the otherrisks identified above.

In June 2000, we acquired Laboratorios Elmor 8.A., a pharmaceutical company based in Venezuela. In the third quarter of 2001, we
acquired 99.9% ofLaboratorio Chile S.A., a Chilean pharmaceutical company with operations in Chile, Argentina and Peru. Venezuela
wasconsidered a hyperinflationary economic environment through June 30, 2001. Although Venezuela is no longer considered
hyperinflationary, this economy continues to experience high inflation rates and devaluation of its currency. The continuing political and
economicinstability in Venezuela, particularly the labor strikes and other formsofpolitical protest directed against the Hugo Chavez
administration, may adversely impact our Venezuelan operations and our consolidated earnings. Approximately 18% of our net revenues
for 2003 were attributable to our Latin American operations.
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that our proposed spendingonfacilities improvement and expansion maynot be as projected;

our ability to obtain and maintain FDA approval of our manufacturingfacilities, the failure ofwhich could result in production
stoppage or delays;

our estimates regarding the capacity of our facilities;

our intention to fund 2004 capital expenditures and research and developmentfrom existing cash and internally generated funds;

uncertainties regarding the outcome ofpending investigations andlitigation; and
other matters.

These forward-looking statements involve a numberofrisks and uncertainties that could cause actual results to differ materially from
those suggested by the forward-looking statements. The most important factors that could prevent us from achieving our goals, and cause
the assumptions underlying forward-looking statements and the actual results to differ materially from those suggested by the forward-
looking statements include, but are not limited to, the following:

difficulties in product development and uncertainties related to the timing or outcome ofproduct development;

the availability on commercially reasonable terms of raw materials, particularly raw materials for our paclitaxel product, and
otherthird party sourced products;

our ability to replace or renew license fees, royalties and developmentservice fees as the related agreements expire or are
terminated;

difficulties in complying with governmental regulations;

difficulties or delays in manufacturing products;

efficacy or safety concerns with respect to marketed products, whetheror not scientifically justified, leading to recalls,
withdrawals or declining sales;

our ability to identify potential acquisitions and to successfully acquire and integrate such operations or products;

our ability to obtain approval from the FDA to market new pharmaceutical products;

the acceptance of new products by the medical community as effective as alternative forms of treatment for indicated conditions;

the outcome of any pendingor future litigation (including patent, trademark and copyrightlitigation and the United Kingdom
National Health Service Investigation), and the cost, expenses and possible diversion ofmanagement’s time andattention arising
from suchlitigation or investigation;

the impact ofnew regulations or court decisions or actions by our competitors regarding the protection ofpatents and the
exclusivity period for the marketing ofbranded drugs;

the impact of the adoption of certain accounting standards;

our success in acquiring or licensing proprietary technologies that are necessary for our product developmentactivities;

the impactofpolitical and economic instability in the countries in which we operate, particularly Venezuela and other Latin
American countries;

our successful compliance with extensive, costly, complex and evolving governmental regulations andrestrictions;

the use of estimates in the preparation of our financial statements;

our ability to successfully compete in both the branded and brand equivalent pharmaceutical sectors;

trade buying patterns;

trends toward managedcare and health care cost containment;

possible United States legislation or regulatory action affecting, among other things, pharmaceutical pricing and reimbursement,
including Medicaid and Medicare;
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the claims in these actions were preempted by ERISA. In February 2004, the plaintiffs in the Thompson Action and the Turner Action also
dismissed their actions against IPI and other defendants.

On September29, 2003, we received a copy of a Summons and Complaintfiled by the Commonwealth ofMassachusetts against
TVAX Corporation, and various other manufacturers of generic pharmaceutical products,alleging that all defendant manufacturersinflated
the prices of generic pharmaceutical products paid for by the Massachusetts Medicaid Program through alleged fraudulent promotion,
marketing and sales practices, resulting in millions of dollars in overpayments. The Complaintalso alleges that the defendant
manufacturers reported understated drug pricing to the federal government, which had the effect of reducing rebate payments to the
Commonwealth under rebate agreements. The complaint alleges violations of the Massachusetts Medicaid False Claims Act, the
Massachusetts False Claims Act and common law fraud, along with claims for unjust enrichment, breach of contract and breach ofthe duty
of good faith and fair dealing. The Commonwealth seeks injunctiverelief, restitution, treble damages, civil penalties, attorneys’ fees, and
investigative and litigation costs. A motion to dismiss this action wasfiled on January 29, 2004 and is pending. We intend to vigorously
defend ourselves in this matter and againstthese allegations.

On September15, 2003, IPI and we were served with an Amended Complaintfiled in the United States District Court for the District
of Massachusetts in the case styled County of Suffolk vs. Abbott Laboratories, Inc., et al. and on August 25, 2003, we were served with a
similar complaintfiled in the United States District Court for the Southern District ofNew York in the case styled County ofWestchester
vs. Abbott Laboratories, Inc.et al. In each of these cases, the plaintiffs allege that the defendants violated the Racketeering Influenced and
Corrupt Organizations Act (“RICO”), the Federal Medicaid Statute, New York Social Services Law, New York Department of Health
Regulations, and New York General Business Law. Theplaintiffs also seek the recovery of damages for unfair trade practices, fraud,
breach of contract and underthe theory ofunjust enrichment. The plaintiffs also seek unspecified damages, including treble and punitive
damages,civil penalties, declaratory and injunctive relief and restitution, allegedly suffered by the plaintiffs as a result of the defendants’
alleged unlawful schemeto overcharge for prescription medications paid for by Medicaid. Theplaintiffs allege that through promotional,
discounting, and pricing practices, the defendants reported false and inflated average wholesale prices or wholesale acquisition costs and
failed to report their best prices as required by federal and state rebate statutes resulting in the plaintiffs overpaying for certain medications.
A motion to dismiss these actions was filed and remains pending. We intend to vigorously defend ourselves in these cases and against these
allegations.

 

IPI, along with numerous other pharmaceutical companies, has received inquiries from and responded to requests for records and
information from the Committee on Energy and Commerceofthe United States House ofRepresentatives in connection with the
Committee’s investigation into certain industry and IPI practices regarding average wholesale price. IPI has also received correspondence
from the States ofNevada, Kentucky,Florida andIllinois on behalf ofitself and 8 other states indicating that the Office of the Attorney
General (OAG)for thesestates are investigating allegations ofpurportedly improperpricing practices related to the average manufacturer
price andbest price calculations. We or our subsidiaries have not been named as a defendant in a suit filed by or on behalf or any state, but
as a result of the investigation the OAG forthe states have advised us that we are required to maintain all records related to the
investigation. We are cooperating fully with these requests. The outcomeofthese investigations could include the imposition of substantial
fines, penalties and injunctive or administrative remedies.
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United Kingdom Serious Fraud Office Investigation and Related Litigation

In April 2002, we received notice of an investigation by United Kingdom National Health Service officials concerning prices charged
by generic drug companies, including Norton Healthcare Limited, trading as TVAX Pharmaceuticals UK, for penicillin-based antibiotics
and warfarin sold in the United Kingdom from 1996 to 2000. Thisis an investigation by the Serious Fraud Office of the United Kingdom
involving all pharmaceutical companiesthat sold these products in the United Kingdom during this period. According to statements by
investigating agencies, this is a complex investigation expected to continue for some time andthere is no indication from the agencies
whenorifcharges will be made against any of these companies. We are cooperating fully with this investigation.

In December 2002, the Secretary of State for Health, on behalf of itself and others,filed a civil claim for damages andinterest against
Norton Healthcare, Norton Pharmaceuticals and other defendants alleging that certain of their actions adversely affected competition in the
sale and supply of warfarin in the United Kingdom between 1996 and 2000. This claim seeks damagesagainst all defendants in the
approximate aggregate amountof28.6 million PoundsSterling (approximately $51.1 million at the December 31, 2003, currency
exchangerate), plus interest and costs.

In December, 2003, the Secretary of State for Health, on behalfofitself and others,filed a civil claim for damagesandinterest
against Norton Healthcare, Norton Pharmaceuticals and other defendants alleging that certain of their actions which adversely affected
competition in the sale and supply ofPenicillin in the United Kingdom between 1996 and 2000. This claim seeks damages againstall
defendants in the approximate amountof30.5 million Pounds Sterling (approximately $54.5 million at the December 31, 2003, currency
exchangerate), plus interest and costs.

On April 22, 2003, we received notice that we were namedas a defendant along with approximately 25 other pharmaceutical
manufacturers in a complaintfiled in the US District Court for the Northern District of Texas by an individual who hasfiled the action
purportedly in the nameof the United States government, styled United States ofAmerica, ex. rel, Paul King v. Alcon Laboratories,Inc.,et
al. In this suit, the plaintiff seeks to recover damages from the defendants, includingus, for allegedly defrauding and conspiring to defraud
the United States government by having madesales of drugs to various federal governmental agencies or causing the United States
governmentto reimburse individuals or entities for drug products that did not comply with Current Good Manufacturing Practices and
other regulations and laws. The suit seeks the recovery of treble damages from us and the other defendants,jointly and severally, which
plaintiff alleges exceeds thirty billion dollars, plus the recovery of attorneys’ fees, interest, civil penalties, costs, and otherrelief. On
February 23, 2004, Plaintiff was granted leave to file a Second Amended Complaint, in response to which we intend to move to dismiss the
action in its entirety. We intend to vigorously defend ourselves in this action and against these allegations.

  

On April 22, 2003, GenPharm,Inc. filed a complaint in the United States District Court for the District of Puerto Rico against
ChemSource Corporation (currently API Industries, Inc., ““API”’) for damages and equitable relief, including declaratory relief and specific
performance,arising out ofAPI’s alleged breach of agreements and failure to supply GenPharm with an active pharmaceutical ingredient.
The complaint also seeks the recovery of damages for API’s alleged negligence in failing to maintain productionfacilities in accordance
with FDAstandards. The plaintiff seeks to recover millions of dollars in damages, along with interest, costs and expenses, including
attorneys’ fees and other fees and costs. Theplaintiff also filed a motion for preliminary relief seeking the attachment of approximately
165,000 kilogramsofthe active pharmaceutical ingredient, which we vigorously opposed. API and Genpharm have agreed inprinciple to
settle the litigation in its entirety, the details ofwhich settlement are being finalized. The complaint has been tenderedto the sellers ofAPI
for defense and indemnity based on the terms of the agreement by which API wassoldto us, but the sellers have denied responsibility for
the claim.

32

https://www.sec.gov/Archives/edgar/data/772 197/000119312504040619/d10k.htm 35/119
35



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% �	���!

&'()*�+,�-+./*./012345627829:;�<8;:98=�>56?88=42@� A2�B:2C:5D�EEF�EGGHF�6C5�ICJI4=4:5DF�K>LF�58?8438=�:2�K=7424I95:9438�M67N;4:2?8�A5=85�4IIC8=�JD�9O8�P2498=�Q9:98I�12345627829:;>5698?9462�K@82?D�=:98=�B:2C:5D�EF�EGGHF�:;;8@42@�9O:9�K>L�R:I�269�42�?67N;4:2?8�R49O�?859:42�?62=49462I�6S�9O8�T:9462:;�>6;;C9:29U4I?O:5@8�1;4742:9462�QDI987�>85749�:2=�?859:42�N58958:97829�I9:2=:5=IV�WO8�A5=85�58XC458=�9O:9�K>L�ICJ749�N:594?C;:5�?8594S48==6?C7829:9462�:II6?4:98=�R49O�:?O48342@�?67N;4:2?8�R49O�9O8�@4382�I9:2=:5=IV�WO8�A5=85�SC59O85�58XC458=�9O:9�K>L�ICJ749�?8594S48=42S657:9462�?62?85242@�I9657R:985�N6;;C9462�?62956;�7:9985I�:2=�?6I9IV�K>L�S4;8=�49I�58IN62I8�96�9O8�A5=85�:2=�9O8�1>K�65=858=�9O8�7:9985?;6I8=�62�KC@CI9�HGF�EGGHV� A2�KN54;�YF�EGGHF�K>L�58?8438=�:2�A5=85�62�M62I829�S567�WO8�>C8596�<4?6�KXC8=C?9�:2=�Q8R85�KC9O6549D�Z[><KQK\]F�RO4?O58XC458=�9O:9�K>L�S6;;6R�:�><KQK̂:NN5638=�?67N;4:2?8�N;:2�42�65=85�96�:?O4838�?67N;4:2?8�R49O�?859:42�N58958:97829�I9:2=:5=IV�WO4IA5=85�:;I6�8I9:J;4IO8I�4298547�;4749I�:NN;4?:J;8�=C542@�9O8�47N;87829:9462�6S�9O8�?67N;4:2?8�N;:2�:2=�:99:?O8I�I94NC;:98=�N82:;948I�S65�8:?O=:D�6S�262̂?67N;4:2?8�R49O�9O8�N58I?54J8=�:?9434948I�:2=�58N659I�I?O8=C;8V�A2�BC28�__F�EGGHF�K>L�ICJ74998=�96�><KQK�?8594S4?:9462I�6S?67N;4:2?8�R49O�9R6�N58958:97829�I9:2=:5=I�4=8294S48=�42�9O8�A5=85�62�M62I829V�K>L�28@694:98=�R49O�><KQK�9O8�S42:;�9857I�6S�9O8�A5=8562�M62I829�S65�9O8�9R6�587:4242@�N58958:97829�I9:2=:5=IF�RO4?O�R:I�I4@28=�:2=�S42:;4̀8=�62�BC28�HGF�EGGHV� A2�KN54;�EaF�EGGHF�K>L�58?8438=�:2�1>K�4IIC8=�K=7424I95:9438�M67N;:429�=:98=�KN54;�_bF�EGGHF�RO4?O�N56N6I8I�9O:9�:�?434;�N82:;9D�6S:NN56c47:98;D�d_eFGGG�J8�:II8II8=�:@:42I9�K>L�S65�9O8�:;;8@8=�346;:9462�6S�?859:42�?62=49462I�6S�49I�T>U1Q�fC;94̂Q8?965�g8285:;�>85749VWO8�?67N;:429�:;;8@8I�9O:9�K>L�S:4;8=�96�N85S657�?859:42�XC:5985;D�34IC:;�8c:742:9462I�:2=�?62=C?9�:2�:NN56N54:98�:2:;DI4I�6S�N:5:78985I=C542@�762496542@�N8546=I�IN8?4S48=�42�9O8�T>U1Q�@8285:;�N85749V�WO8�?67N;:429�O:I�J882�982=858=�96�9O8�I8;;85I�6S�K>L�S65�=8S82I8�:2=42=87249D�J:I8=�62�9O8�9857I�6S�9O8�:@5887829�JD�RO4?O�K>L�R:I�I6;=�96�CIV�K>L�58IN62=8=�96�9O8�?67N;:429�:2=�9O8�N:5948I�:@588=�96I899;8�9O8�7:9985V�K�h42:;�M62I829�K@5887829�:2=�h42:;�A5=85�R:I�I4@28=�JD�9O8�1>K�62�T6387J85�EHF�EGGHF�:2=�9O8�I899;87829�:76C29�6SdaFHbG�R:I�N:4=�JD�9O8�I8;;85I�6S�K>LV� A2�BC;D�_iF�EGGHF�K>L�58?8438=�:2�1>K�;89985�58XC8I942@�K>L�96�ICJ749�:�5834I8=�Q6;4=�j:I98�f:2:@87829�P249�ZQjfP]�>;:2F42?;C=42@�:==49462:;�I:7N;42@�:2=�4238I94@:9462�8;87829IF�?62?85242@�9O8�:;;8@8=�N58I82?8�6S�4I6N56ND;�89O85�ZL>1]�42�49I�S:?4;49DV�WO4I7:9985�R:I�982=858=�96�9O8�I8;;85I�6S�K>L�S65�42=87249D�J:I8=�62�9O8�9857I�6S�9O8�:@5887829�JD�RO4?O�K>L�R:I�I6;=�96�CIF�JC9�I8;;85I�O:38=8248=�58IN62I4J4;49D�S65�9O4I�?;:47V�A2�T6387J85�kF�EGGHF�K>L�S4;8=�49I�58IN62I8�96�9O8�1>KlI�BC;D�_iF�EGGHF�;89985�:2=�ICJ74998=�:�5834I8=QjfP�>;:2�96�?66N85:98�R49O�9O8�:@82?DV�A9O85�m494@:9462� j8�:58�4236;38=�42�3:546CI�69O85�;8@:;�N56?88=42@I�:54I42@�42�9O8�65=42:5D�?6C5I8�6S�JCI428IIF�I678�6S�RO4?O�4236;38�ICJI9:294:;:76C29IV�L2�65=85�96�6J9:42�J5:2=�8XC43:;829�:NN563:;I�N5465�96�9O8�8cN45:9462�6S�N:9829I�62�J5:2=8=�N56=C?9IF�:2=�96�J828S49�S567�9O88c?;CI4349D�:;;6R8=�96�KTUK�:NN;4?:29I�9O:9�IC??8IISC;;D�?O:;;82@8�9O8I8�N:9829IF�R8�S58XC829;D�J8?678�4236;38=�42�N:9829�42S542@87829;494@:9462�J56C@O9�JD�J5:2=8=�NO:57:?8C94?:;�?67N:248I�ZI88�[g638527829:;�<8@C;:9462\]V�K;9O6C@O�9O8I8�;:RIC49I�4236;38�N56=C?9I�9O:9:58�269�D89�7:5n898=�:2=�9O858S658�N6I8�;499;8�65�26�54In�6S�;4:J4;49D�S65�=:7:@8IF�9O8�;8@:;�S88I�:2=�?6I9I�42?C558=�42�=8S82=42@�IC?O;494@:9462�?:2�J8�ICJI9:294:;V�jO4;8�49�4I�269�S8:I4J;8�96�N58=4?9�65�=89857428�9O8�6C9?678�65�9O8�969:;�?6I9�6S�9O8I8�N56?88=42@IF�42�9O86N42462�6S�7:2:@87829F�J:I8=�62�:�58348R�R49O�;8@:;�?6C2I8;F�:2D�;6II8I�58IC;942@�S567�IC?O�;8@:;�N56?88=42@I�R4;;�269�O:38�:�7:9854:;:=385I8�47N:?9�62�6C5�S42:2?4:;�N6I49462�65�58IC;9I�6S�6N85:9462IV� HH
36

2/13/24, 2:36 PM Annual Report

Table of Contents

Environmental Related Proceeding

On January 22, 2003, our subsidiary, API, received an Administrative Compliance Order issued by the United States Environmental
Protection Agency dated January 2, 2003, alleging that API was not in compliance with certain conditions of the National Pollutant
Discharge Elimination System Permit and certain pretreatment standards. The Order required that API submit particular certified
documentation associated with achieving compliance with the given standards. The Order further required that API submit certified
information concerning stormwaterpollution control matters and costs. APIfiled its response to the Order and the EPA ordered the matter
closed on August 30, 2003.

On April 4, 2003, API received an Order on Consent from The Puerto Rico Aqueduct and Sewer Authority (“PRASA”), which
required that API follow a PRASA-approved compliance plan in order to achieve compliance with certain pretreatment standards. This
Orderalso establishes interim limits applicable during the implementation of the compliance plan and attaches stipulated penalties for each
day of non-compliance with the prescribed activities and reports schedule. On June 11, 2003, API submitted to PRASAcertifications of
compliance with two pretreatment standards identified in the Order on Consent. API negotiated with PRASAthefinal terms of the Order
on Consent for the two remaining pretreatment standards, which was signed andfinalized on June 30, 2003.

On April 28, 2003, API received an EPA issued Administrative Complaint dated April 15, 2003, which proposesthat a civil penalty of
approximately $19,000 be assessed against API for the alleged violation of certain conditions of its NPDES Multi-Sector General Permit.
The complaint alleges that API failed to perform certain quarterly visual examinations and conduct an appropriate analysis ofparameters
during monitoring periods specified in the NPDESgeneral permit. The complaint has been tendered to the sellers ofAPI for defense and
indemnity based on the terms of the agreement by which API wassold to us. API responded to the complaint and the parties agreed to
settle the matter. A Final Consent Agreement and Final Order was signed by the EPA on November23, 2003,and the settlement amount of
$8,350 was paid by thesellers ofAPI.

On July 16, 2003, API received an EPAletter requesting API to submit a revised Solid Waste Management Unit (SWMU) Plan,
including additional sampling and investigation elements, concerning the alleged presence of isopropyl ether (IPE) in its facility. This
matter was tenderedto the sellers ofAPI for indemnity based on the terms of the agreement by which API wassold to us, but sellers have
denied responsibility for this claim. On November 7, 2003, API filed its response to the EPA’s July 16, 2003, letter and submitted a revised
SWMU Plan to cooperate with the agency.

Other Litigation

Weare involved in various other legal proceedings arising in the ordinary course ofbusiness, some ofwhich involve substantial
amounts.In order to obtain brand equivalent approvals prior to the expiration ofpatents on branded products, and to benefit from the
exclusivity allowed to ANDA applicants that successfully challenge these patents, we frequently become involved in patent infringement
litigation brought by branded pharmaceutical companies (see “Governmental Regulation”). Although these lawsuits involve products that
are not yet marketed and therefore poselittle or no risk ofliability for damages, the legal fees and costs incurred in defending such
litigation can be substantial. While it is not feasible to predict or determine the outcomeorthetotal cost of these proceedings,in the
opinion of management, based on a review with legal counsel, any losses resulting from such legal proceedings will not have a material
adverse impact on our financial position or results of operations.
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2/13/24, 2:36 PM Annual Report

Working capital $ 509,167 $ 447,154 $ 597,578 $ 438,490 $124,373
Total assets 2,372,934 2,047,759 2,105,449 1,068,186 634,514

Total long-term debt, net of current portion 855,335 872,339 913,486 253,755 93,473
Shareholders’ equity 962,311 684,863 718,354 484,120 292,371

(1) Includes the post-acquisition results of companies acquired, primarily API Industries, Inc. on January 24, 2003, and a branded
respiratory business in Europe on October1, 2003.

(2) The discontinued operations in 2003 relates to a number of agreements,for certain patent and product rights and settlement of
litigation related to a contingentsale price dispute from our 1997 sale of McGaw,Inc. to B. Braun Melsungen AG.

(3) The cumulative effect of a change in accounting principle relates to adoption of Statement ofFinancial Accounting Standards No.
142 in 2002 and Securities and Exchange Commission StaffAccounting Bulletin No. 101 in 2000.
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The increase in Latin American net revenues was primarily due to the impacts ofprice increases of $18.3 million and volume
increases of $26.2 million, partially offset by the unfavorable effects of currency devaluations of $21.4 million and a decrease,net of
currencyeffects, in other revenues of $0.3 million. Latin American subsidiaries recorded provisions for sales returns and allowancesthat
reduced gross sales by $36.3 million in 2003 and $33.8 million in 2002.

The composition of the change in our net revenuesandgrossprofit is as follows (in millions):

  

 

2003 2002 Change % Change

Net revenues $1,420.3 $1,197.2 $223.1 19%
Costof sales 781.4 663.7 117.7 18%

Grossprofit $ 638.9 $ 533.5 $105.4 20%

% of net revenues 45.0% 44.6%

As a result of our recent return, customer inventory experience, analysis of allowance for doubtful accounts and tax reserves, our
estimates ofproduct returns and other sales allowances, inventory obsolescence, allowance for doubtful accounts and income tax
exposures decreased and, accordingly, we recognized increased net revenues, reducedcost of sales, reduced bad debt expense and reduced
incometax provision during 2003. During the year ended December 31, 2003, these changes increased net revenues by $13.7 million,
reducedcost of sales by $0.8 million, reduced bad debt expense by $3.7 million, reduced the income tax provision by $2.7 million,
increased net income by $14.0 million and increased diluted earnings per share by $0.07.

   

 

Operating Expenses

The composition of the change in operating expensesis as follows (in millions):

2003 2002 Change % Change

Selling $212.2 $169.0 $ 43.2 26%
% of net revenues 14.9% 14.1%

General and administrative 122.4 118.4 4.0 3%

% of net revenues 8.6% 9.9%

Research and development 108.3 76.0 32.3 43%
% of net revenues 7.6% 6.4%

Amortization 19.8 16.2 3.6 22%

Restructuring 3.7 4.2 (0.5) (13)%

Total operating expenses $466.4 $383.8 $ 82.6 22%

The increase in selling expenses was primarily attributable to higher expenses associated with the expansion of our United States
proprietary respiratory sales force and an increase in the European sales force from the acquisition of a branded respiratory business on
October 1, 2003.

The increase in general and administrative expenses is primarily attributable to general and administrative expenses from the
operations ofAPI Industries, Inc. (“API,” formerly ChemSource Corporation), which we acquired on January 24, 2003, and of the branded
respiratory business in Europe, which was acquired on October1, 2003, and a $1.5 million severance paymentto an executive officer who
retired during the year,partially offset by $5.4 million ofnet legal settlements we received during 2003 and changesin our allowance for
doubtful accounts.

The increase in research and development expensesis primarily attributable to an increase in various research and development
projects, bio-study costs and work force in North America and Europe. Our future level of research and development expenditures will
depend on, amongotherthings, the outcomeofclinical testing ofproducts under development, the timing and impact ofpatent challenges
andlitigation, delays or changes in government required testing and approval procedures, technological and competitive developments,
strategic marketing decisions, collaborative alliances and liquidity.
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European subsidiaries generated net revenues of $454.4 million in 2002 compared to $419.1 million in 2001. The $35.3 million, or
8%, increase in net revenues was primarily due to higher sales volumes and favorable effects of currency exchangerates and $5.8 million
of other revenues from a previously deferred up-front payment received undera license agreement that was terminated during the third
quarter of 2002,partially offset by reduced product development fees and lowerprices for certain brand equivalent products. European
subsidiaries recorded provisions for sales returns and allowances that reduced gross sales by $51.2 million in 2002 and $34.7 million in
2001. The increase of $16.5 million, or 47%, was primarily due to reduced prices on certain brand equivalent pharmaceutical products and
increased financial discounts.

Latin American subsidiaries generated net revenues of $229.1 million in 2002 compared to $224.1 million in 2001. The $5.0 million,
or 2%, increase was primarily due to revenue generated by Laboratorio Chile S.A. (“Lab Chile”), which we acquired on July 5, 2001,
partially offset by unfavorable effects of currency exchange rates. Latin American subsidiaries recorded provisions for sales returns and
allowancesthat reduced gross sales by $33.8 million in 2002 and $25.7 million in 2001. The increase of $8.1 million, or 32%, was
primarily due to the inclusion of the operations of Lab Chile for the full year in 2002 as comparedto only a partial period in 2001.

Grossprofit for the year ended December 31, 2002, decreased $98.3 million, or 16%, to $533.5 million (44.6% ofnet revenues) from
$631.8 million (52.0% of net revenues) in 2001. The decrease in gross profit percentage was primarily attributable to reduced volume and
pricing of our paclitaxel product. We continued to experience increased competition for paclitaxel as well as our brand equivalent albuterol
products and the resulting pricing and volume pressures had negatively impacted our revenues andgrossprofits. Our results for 2002 were
also adversely impacted by significant currency devaluations in Argentina and Venezuela, reductions in government purchases of our
products in Mexico and continued pricing pressures in the United States and the United Kingdom. Revenues from the sale of our paclitaxel
productdid not contribute significantly to our revenues and gross profits during 2002 and, because of the continuing price erosion and
competition, are not likely to contribute significantly in the near future to our North American results.

Operating Expenses

Selling expenses increased $25.3 million, or 18%, to $169.0 million (14% ofnet revenues) in 2002 compared to $143.6 million (12%
of net revenues) in 2001. The increase was due to higher expenses associated with the operations ofLab Chile, which we acquired on July
5, 2001, and IVAX Pharmaceuticals Mexico, S.A. de C.V. (““IVAX Mexico”), which we acquired on February 9, 2001, and increased sales
and promotional expenses at IVAX Laboratories, Inc. (“Laboratories”), our United States proprietary respiratory subsidiary, and our
European subsidiaries, partially offset by reduced sales and promotional expenses at Elvetium Argentina, which merged intoVAX
Argentina, S.A. during 2002, and favorable effects of foreign currencyrates.

General and administrative expenses increased $7.9 million, or 7%, to $118.4 million (10% of net revenues) in 2002 compared to
$110.5 million (9% ofnet revenues) in 2001. The increase was primarily attributable to additional general and administrative expenses
from the operations of Lab Chile and TVAX Mexico andincreased expenses at Laboratories and our European subsidiaries, partially offset
by reduced expenses at Elvetium Argentina, favorable effects of foreign currency rates and lowerprofessional fees at our corporate level.
In June 2002, we received $2.2 million in partial settlement of a vitamin price-fixing class action lawsuit. In addition, we paid $2.1 million
to settle the Louisiana Wholesale Drug Co. v. Abbott Laboratories and Valley Drug Co. v. Abbott Laboratories et al. cases.
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&'()*�+,�-+./*./012�345�67789�:;<�=>?@�ABBC<D�?=>?�EFG�HI79�JKKLMNOPNQ�RLS�TUSOVPN�WPNVNKPVX�YNZOSM[UNOZ�\PO]�T]VSVKOUSPZOPKZ�LR�̂LO]�_PV̂PXPOPUZVǸ�abMPOc9�d;Ae;�<B:4fgAB;<B�B:42D4hDB�iFh�;Fd�42�ABBC<h�eg4BBAiA<B�42D�j<4BCh<B�e<h:4A2�iA242eA4g�A2B:hCj<2:B�dA:;�e;4h4e:<hAB:AeB�Fi�fF:;gA4fAgA:5�42D�<kCA:5G�1:�h<kCAh<B�:;4:�42�ABBC<h�eg4BBAi5�4�iA242eA4g�A2B:hCj<2:�:;4:�AB�dA:;A2�A:B�BeFl<�4B�4�gA4fAgA:5�mFh�42�4BB<:�A2�BFj<eAheCjB:42e<BnG�o;AB�B:4:<j<2:�AB�<ii<e:Ap<�iFh�iA242eA4g�A2B:hCj<2:B�<2:<h<D�A2:F�Fh�jFDAiA<D�4i:<h�345�8H9�67789�42D�F:;<hdAB<�AB�<ii<e:Ap<4:�:;<�f<qA22A2q�Fi�:;<�iAhB:�A2:<hAj�l<hAFD�f<qA22A2q�4i:<h�rC2<�HI9�6778G�o;<�Ajl4e:�Fi�4DFl:AF2�Fi�:;AB�B:4:<j<2:�d4B�2F:�BAq2AiAe42:G� 12�s<e<jf<h�67789�:;<�=>?@�ABBC<D�?=>?�EFG�H869�a[tXLcUSZu�vPZKXLZMSUZ�V̂LMO�wUNZPLNZ�VǸ�xO]US�wLZOSUOPSU[UNO�yUNURPOZ�z�VNV[UǸ[UNO�LR�WJ{y�{OVOU[UNOZ�|L}�~���~~�VǸ������SU�PZÙ��������:;4:�h<pAB<D�<jlgF5<hB��DABegFBCh<B�4fFC:�l<2BAF2�lg42B�42D�F:;<hlFB:h<:Ah<j<2:�f<2<iA:B�lg42BG�1:�DF<B�2F:�e;42q<�:;<�j<4BCh<j<2:�Fh�h<eFq2A:AF2�Fi�:;FB<�lg42B�h<kCAh<D�f5�?=>?�EFG���9����42D�H7�G�o;ABB:4:<j<2:�h<:4A2B�:;<�DABegFBCh<�h<kCAh<j<2:B�A2�:;<�FhAqA24g�?=>?�EFG�H86�42D�h<kCAh<B�4DDA:AF24g�A2iFhj4:AF2�F2�e;42q<B�A2�:;<�f<2<iA:BFfgAq4:AF2B�42D�i4Ah�p4gC<B�Fi�lg42�4BB<:BG�1:�h<kCAh<B�4DDA:AF24g�DABegFBCh<B�A2egCDA2q�A2iFhj4:AF2�D<BehAfA2q�:;<�:5l<B�Fi�lg42�4BB<:B9A2p<B:j<2:�B:h4:<q59�j<4BCh<j<2:�D4:<mBn9�lg42�FfgAq4:AF2B9�e4B;�igFdB9�42D�eFjlF2<2:B�Fi�2<:�l<hAFDAe�f<2<iA:�eFB:�h<eFq2A�<D�DChA2qA2:<hAj�l<hAFDBG�1:�AB�<ii<e:Ap<�iFh�iA242eA4g�B:4:<j<2:B�dA:;�iABe4g�5<4hB�<2DA2q�4i:<h�s<e<jf<h�HI9�6778G�o;<�A2:<hAj�l<hAFD�DABegFBCh<h<kCAh<j<2:B�4h<�<ii<e:Ap<�iFh�A2:<hAj�l<hAFDB�f<qA22A2q�4i:<h�s<e<jf<h�HI9�6778G�sABegFBCh<�A2iFhj4:AF2�4fFC:�iFh<Aq2�lg42B�h<kCAh<D�f5l4h4qh4l;B�ImDn9�Im<n9�Imqn9�42D�Im�n�Fi�:;AB�B:4:<j<2:�AB�<ii<e:Ap<�iFh�iABe4g�5<4hB�<2DA2q�4i:<h�rC2<�HI9�677�G�o;<�Ajl4e:�Fi�4DFl:AF2�Fi�:;ABB:4:<j<2:�d4B�2F:�BAq2AiAe42:G� 12�s<e<jf<h�67789�:;<�?<eChA:A<B�42D���e;42q<��FjjABBAF2�ABBC<D�?:4ii�>eeFC2:A2q�@Cgg<:A2�m�?>@�n�EFG�H7�9��U�UNMU�UKLQNPOPLN9�d;Ae;�h<pAB<B�:;<�<�AB:A2q�h<p<2C<�h<eFq2A:AF2�?>@�A2�oFlAe�H89��U�UNMU��UKLQNPOPLN9�A2�FhD<h�iFh�:;<�A2:<hlh<:Ap<�qCAD42e<:F�f<�eF2BAB:<2:�dA:;�eChh<2:�4eeFC2:A2q�qCAD42e<9�lhAj4hAg5��1o=�1BBC<�EFG�77�6H9��U�UNMU�JSSVNQU[UNOZ�\PO]��MXOPtXU�vUXP�USV̂XUZGo;<�Ajl4e:�Fi�4DFl:AF2�d4B�2F:�BAq2AiAe42:G� �������/��'.��-'��/')��*0+� ¡*0� >:�s<e<jf<h�8H9�67789�dFh�A2q�e4lA:4g�d4B�¢I7£G6�jAggAF2�eFjl4h<D�:F�¢���GH�jAggAF2�4:�s<e<jf<h�8H9�67769�42D�¢I£�G��jAggAF2�4:s<e<jf<h�8H9�677HG��4B;�42D�e4B;�<kCAp4g<2:B�d<h<�¢H��G£�jAggAF2�4:�s<e<jf<h�8H9�67789�eFjl4h<D�:F�¢HIIG��jAggAF2�4:�s<e<jf<h�8H967769�42D�¢H��G8�jAggAF2�4:�s<e<jf<h�8H9�677HG�?;Fh:�:<hj�j4h�<:4fg<�B<eChA:A<B�d<h<�¢H7GI�jAggAF2�4:�s<e<jf<h�8H9�67789�eFjl4h<D�:F¢6�G£�jAggAF2�4:�s<e<jf<h�8H9�67769�42D�¢HI�G��jAggAF2�4:�s<e<jf<h�8H9�677HG� E<:�e4B;�Fi�¢�6G��jAggAF2�d4B�lhFpAD<D�f5�Fl<h4:A2q�4e:ApA:A<B�DChA2q�6778�eFjl4h<D�:F�¢HIHGH�jAggAF2�A2�6776�42D�¢H££G7�jAggAF2A2�677HG�o;<�D<eh<4B<�A2�e4B;�lhFpAD<D�f5�Fl<h4:A2q�4e:ApA:A<B�DChA2q�6778�d4B�lhAj4hAg5�DC<�:F�42�A2eh<4B<�A2�A2p<2:Fh5�ihFjj424q<j<2:B��D<BAh<�:F�j4A2:4A2�;Aq;<h�g<p<gB�Fi�A2p<2:Fh5�42D�4eeFC2:B�h<e<Ap4fg<�ihFj�A2eh<4B<D�B4g<B�42D�4�D<eh<4B<�A2�A2eFj<�ihFjeF2:A2CA2q�Fl<h4:AF2B�42D�l45j<2:B�Fi�4eeFC2:B�l454fg<G�o;<�D<eh<4B<�A2�e4B;�lhFpAD<D�f5�Fl<h4:A2q�4e:ApA:A<B�DChA2q�6776�d4B�lhAj4hAg5:;<�h<BCg:�Fi�h<DCe<D�Fl<h4:A2q�<4h2A2qB�42D�A2eh<4B<B�A2�A2p<2:FhA<B9�l4h:A4gg5�FiiB<:�f5�A2eh<4B<D�eFgg<e:AF2B�Fi�4eeFC2:B�h<e<Ap4fg<G� E<:�e4B;�Fi�¢�IG��jAggAF2�d4B�CB<D�iFh�A2p<B:A2q�4e:ApA:A<B�DChA2q�6778�eFjl4h<D�:F�¢6�G8�jAggAF2�lhFpAD<D�f5�A2p<B:A2q�4e:ApA:A<B�A26776�42D�¢�7IG8�jAggAF2�CB<D�iFh�A2p<B:A2q�4e:ApA:A<B�A2�677HG�sChA2q�:;<�iFCh:;�kC4h:<h�Fi�67769�d<�h<e<Ap<D�¢67G7�jAggAF2�A2�eF22<e:AF2dA:;�e<h:4A2�4j<2Dj<2:B�:F�:;<�eF2:h4e:�iFh�:;<�H££��B4g<�Fi��gjAhF2¤�dA:;�¥3¦G�§<�dAgg�eF2:A2C<�:F�h<e<Ap<�l45j<2:B�ihFj�¥3¦�Fp<h:;<�2<�:�B<p<h4g�5<4hB�f4B<D�ClF2�B4g<B�Fi��gjAhF2¤�f5�¥3¦9�dA:;�Bl<eAiA<D�jA2AjCj�hF54g:5�l45j<2:B� �I
49



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% #"���!

&'()*�+,�-+./*./0123�456�783�936:51�;<<=�78652>8�;<<?@�A26:B>�;<<=C�526�DE9:7EF�3G93B1:7263H�I363�JKL@M�N:FF:5B�D5N9E631�75�JKO@P�N:FF:5B�:B�;<<;�EB1JP=@L�N:FF:5B�:B�;<<Q@�R83�:BD63EH3�:B�;<<;�EH�D5N9E631�75�;<<Q�IEH�123�75�:N965S3N3B7�EB1�3G9EBH:5B�54�D367E:B�4ED:F:7:3H@�A26:B>�;<<=CI3�63D3:S31�J;@<�N:FF:5B�:B�965D331H�465N�783�HEF3�54�EHH37H�EH�D5N9E631�75�JQ@?�N:FF:5B�:B�;<<;�EB1�JMQ@P�N:FF:5B�:B�;<<Q@�A26:B>�;<<=CI3�H93B7�JP@O�N:FF:5B�75�EDT2:63�:B7EB>:UF3�EHH37H�EH�D5N9E631�75�J=O@=�N:FF:5B�:B�;<<;�EB1�JQ==@K�N:FF:5B�:B�;<<Q@�A26:B>�;<<=C�J;=@LN:FF:5B�IEH�2H31�75�EDT2:63�U2H:B3HH3H�EB1�:BD63EH3�526�5IB36H8:9�:B7363H7�:B�E44:F:E73H�EH�D5N9E631�75�B5�ED7:S:7V�:B�;<<;�EB1�JMO<@;N:FF:5B�H93B7�:B�;<<Q@�A26:B>�;<<=C�I3�63D3:S31�J;P@;�N:FF:5B�:B�B37�965D331H�465N�783�HEF3�54�NE6W37EUF3�H3D26:7:3H�EH�D5N9E631�75JQ;O@?�N:FF:5B�63D3:S31�:B�;<<;�EB1�JP=@;�N:FF:5B�2H31�456�783�926D8EH3�54�NE6W37EUF3�H3D26:7:3H�:B�;<<Q@�A26:B>�A3D3NU36�;<<;C�I3926D8EH31�456�J;@;�N:FF:5B�783�63NE:B:B>�527H7EB1:B>�N:B56:7V�:B7363H7�H8E63H�54�XYZ[�\8E6NED327:DEFH�H@6@5@C�526�H2UH:1:E6V�:B�783�]̂3D8_392UF:D@� A26:B>�783�H3D5B1�T2E6736�54�;<<=C�I3�63D56131�:BD5N3�465N�1:HD5B7:B231�5936E7:5BH�:B�783�EN52B7�54�J;;@;�N:FF:5BC�B37�54�7EG�54JQ;@O�N:FF:5BC�63H2F7:B>�465N�E�B2NU36�54�E>633N3B7HC�456�D367E:B�9E73B7�EB1�96512D7�6:>87H�EB1�783�H377F3N3B7�54�F:7:>E7:5B�63FE731�75�ED5B7:B>3B7�HEF3�96:D3�1:H9273�465N�526�QKKP�HEF3�54�̀DaEIC�XBD@�75�b@�b6E2B�̀3FH2B>3B�Za@�cB136�783H3�E>633N3B7HC�I3�63D3:S31�JQ=@KN:FF:5B�54�DEH8C�B37�54�63FE731�3G93BH3H�:BD26631�:B�;<<=C�EB1�63D56131�E�D2663B7�7EG�9EVEUF3�54�JL@Q�N:FF:5B@�XB�E11:7:5BC�783�E>633N3B7H965S:13�456�E11:7:5BEF�9EVN3B7H�757EF:B>�J;L@L�N:FF:5B�123�:B�4:S3�E9965G:NE73FV�3T2EF�EBB2EF�:BH7EFFN3B7HC�I8:D8�I363�63D56131�EH�E63D3:SEUF3�1:HD52B731�E7�Md@�e3�EFH5�EDD6231�JQ@?�N:FF:5B�54�E11:7:5BEF�433H�63FE731�75�783�H377F3N3B7�EB1�E�13436631�7EG�F:EU:F:7V�54�JP@PN:FF:5B@� fB�gEB2E6V�;MC�;<<=C�I3�EDT2:631�Z\X�:B�\23675�_:D5�465N�]83N5�XU36:DE�h@Z@�EB1�i2:N:DE�h:B737:DE�h@Z@�456�Q@<�N:FF:5B�H8E63H�54526�D5NN5B�H75DWC�SEF231�E7�JQ;@M�N:FF:5BC�EB1�J<@Q�N:FF:5B�:B�DEH8@�Z\X�13S3F59HC�NEB24ED7263H�EB1�H3FFH�ED7:S3�98E6NED327:DEF:B>631:3B7H�456�SE6:52H�98E6NED327:DEF�96512D7HC�:BDF21:B>�NEBV�96512D7H�78E7�I3�H3FF�56�8ES3�2B136�13S3F59N3B7@�e3�EDT2:631�Z\X�754267836�526�5Uj3D7:S3�54�D5N9F3N3B7:B>�3G:H7:B>�U2H:B3HH3H�EB1�75�965S:13�B3I�96512D7H�EB1�NE6W37:B>�5995672B:7:3H@� fB�̀EV�;PC�;<<=C�I3�3B73631�:B75�EB�E>633N3B7�75�EDT2:63�Z1SEBD31�R5UEDD5�\6512D7HC�XBD@�klZR\mnC�456�<@;�N:FF:5B�H8E63H�54�526D5NN5B�H75DWC�SEF231�E7�JM@Q�N:FF:5B@�A26:B>�783�78:61�T2E6736�54�;<<=C�783�76EBHED7:5B�75�EDT2:63�ZR\�IEH�E9965S31�UV�783�H8E6385F136H54�ZR\�EB1�783�76EBHED7:5B�IEH�D5N9F3731@�ZR\�:H�EB�:B8EFE7:5B�73D8B5F5>V�D5N9EBV�78E7�13S3F5931�E�9E73B7�456�B:D57:B3�:N936N3EUF3D595FVN36�73D8B5F5>V�NE6W3731�456�HN5W:B>�D3HHE7:5BC�78E7�:7�H5F1�75�\8E6NED:E�:B�QKOP@�ZR\�63D3:S3H�9EVN3B7H�465N�\8E6NED:E�5B�783HEF3H�54�785H3�96512D7H@�ZR\�EFH5�8EH�EB�3GDF2H:S3�F:D3BH3�75�D367E:B�16V�95I136�:B8EF36�73D8B5F5>V�465N�A2W3�cB:S36H:7V@�e3�EDT2:631ZR\�U3DE2H3�54�783�D5N9F3N3B7E6V�BE7263�54�ZR\oH�73D8B5F5>V�75�526�96512D7�F:B3�EB1�U3DE2H3�54�783�EB7:D:9E731�9EVN3B7H�465N�HEF3H�54\8E6NED:EoH�96512D7H�:BD56956E7:B>�783�9E73B731�B:D57:B3�73D8B5F5>V�H5F1�UV�ZR\�75�\8E6NED:E@� fB�fD75U36�QC�;<<=C�I3�D5N9F3731�EB�E>633N3B7�I:78�=̀ �\8E6NED327:DEF�A:S:H:5BC�=̀ �XBB5SE7:S3�\659367:3H�]5N9EBV�EB1�_:W36pEU56E756:3HC�XBD@C�75�EDT2:63�3GDF2H:S3�6:>87H�75�U6EB131�63H9:6E756V�96512D7HC�75>37836�I:78�63FE731�NE6W37:B>�EB1�HEF3H�9359F3�:B�B:B3q26593EB�D52B76:3Hr�cB:731�s:B>15NC�X63FEB1C�t6EBD3C�a36NEBVC�u37836FEB1HC�t:BFEB1C�u56IEVC�A3BNE6W�EB1�hI313B@�R83�E>633N3B7D5S36H�783�96512D7H�iYZ_v�k]t]w4633�U3DF5N378EH5B3�1:9659:5BE73nC�Z:65N:6v�k]t]w4633�HEFU27EN5FC�WB5IB�:B�783�cB:731�h7E73H�EHEFU27365Fn�:B�Z2758EF36v�EB1�̀AX�13S:D3HC�EB1�5S36�;<<�96543HH:5BEFH�75�NE6W37�EB1�H3FF�783H3�96512D7H@�R83�757EF�D5BH:136E7:5B�123�465N2H�2B136�783�E>633N3B7C�:BDF21:B>�N:B:N2N�EBB2EF�65VEF7V�9EVN3B7HC�:H�JPP@<�N:FF:5BC�54�I8:D8�I3�9E:1�J;?@<�N:FF:5B�5B�DF5H:B>C�J;M@<N:FF:5B�:H�123�5B�783�4:6H7�EB1�H3D5B1�EBB:S36HE6:3H�54�783�DF5H:B>�1E73�EB1�J=@<�N:FF:5B�:H�123�5B�783�78:61�EBB:S36HE6V@�e3�E63�EFH563T2:631�75�NEW3�E11:7:5BEF�65VEF7V�9EVN3B7H�5B�ED8:3S:B>�D367E:B�EBB2EF�HEF3H�F3S3FH�29�75�E�NEG:N2N�54�JQ@=�N:FF:5B�936�V3E6C�56�J?@?N:FF:5B�:B�757EF@� u37�DEH8�54�J;K@L�N:FF:5B�IEH�2H31�UV�4:BEBD:B>�ED7:S:7:3H�126:B>�;<<=�D5N9E631�75�JQPK@=�N:FF:5B�2H31�:B�;<<;�EB1�JMK;@K�N:FF:5B965S:131�UV�4:BEBD:B>�ED7:S:7:3H�:B�;<<Q@�A26:B>�;<<=C�I3�NE13� M?
50



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% #����!

&'()*�+,�-+./*./012345�678879:�9;�:<=�>9??9=7:@AB�?<CD7E�1FG4H�678879:�9;�89:@IJ<?6�E<>JB�?<CK?LMDA<E�1234N�678879:�9;�9K?�L9:O<?J7>8<�E<><:JK?<A�;9?12P4F�678879:B�D:E�?<EKL<E�9K?�?<CK?LMDA<A�9;�L9669:�AJ9LQ�>R�1PS4F�678879:�L96CD?<E�J9�2SS24� T:�UC?78�22B�2SS2B�=<�DLVK7?<E�D:�<WL8KA7O<�X:7J<E�YJDJ<A�87L<:A<�J9�JM<�CDJ<:J�?7@MJA�J9�6D?Q<J�Z[U\]�̂><L896<JMDA9:<E7C?9C79:DJ<�_̀UaB�D:�D<?9A98�7:MD8<?�C?<AL?7><E�J9�J?<DJ�DAJM6D4�b:�DEE7J79:B�=<�MDO<�D:�9CJ79:�J9�9>JD7:�9=:<?AM7C�9;�JM<�X:7J<E�YJDJ<AZ[U\]�J?DE<6D?QB�DA�=<88�DA�?<8DJ<E�CDJ<:JA�D:E�JM<�c<=�d?K@�UCC87LDJ79:�9:�UC?78�2GB�2SSe4�fM<�J9JD8�L9:A7E<?DJ79:�EK<�;?96�KA�K:E<?JM<�L9:J?DLJB�7:L8KE7:@�9CJ79:A�D:E�<WJ<:A79:AB�7A�1GSP4S�678879:B�9;�=M7LM�12G4S�678879:�=DA�CD7E�9:�JM<�<;;<LJ7O<�EDJ<�D:E�12S4S�678879:=DA�CD7E�9:�JM<�;7?AJ�D::7O<?AD?R4�g<�D?<�<:J7J8<E�J9�?<EKL<�JM<�CK?LMDA<�C?7L<�>R�1F4S�678879:�;9?�?<VK7?<E�C<E7DJ?7L�J?7D8A4�fM<�?<6D7:7:@CDR6<:JA�EK<�;?96�KA�D?<h�1NS4S�678879:�9:�JM<�A<L9:E�D::7O<?AD?RB�12P4S�678879:�9:�JM<�JM7?E�D::7O<?AD?R�D:E�1P4S�678879:�9:�JM<�;7;JMD::7O<?AD?R�KC9:�<W<?L7A<�9;�JM<�9CJ79:B�AK>i<LJ�J9�?<76>K?A<6<:J�9;�D88�9?�D�C9?J79:�9;�JM<�1F4S�678879:�7:�JM<�<O<:J�=<�E9�:9J�L9:J7:K<�JM<C<E7DJ?7L�J?7D8A4� T:�UK@KAJ�22B�2SSNB�=<�<W<LKJ<E�D�69?J@D@<�:9J<�D:E�>9??9=<E�1GP4S�678879:�;?96�D�;7:D:L7D8�7:AJ7JKJ79:4�fM<�:9J<�6DJK?<A�9:UK@KAJ�2GB�2SS3B�D:E�><D?A�7:J<?<AJ�DJ�D:�D::KD8�?DJ<�9;�F4Nj�JM?9K@M�UK@KAJ�2GB�2SSP4�fM<?<D;J<?B�JM?9K@M�JM<�6DJK?7JR�EDJ<B�JM<�7:J<?<AJ?DJ<�7A�DEiKAJ<E�D::KD88R�>DA<E�9:�D�OD?7D>8<�?DJ<�9;�J=<:JRI;7O<�>DA7A�C97:JA�9O<?�JM<�C?76<�?DJ<4�fM<�:9J<�?<VK7?<A�69:JM8R�C?7:L7CD8CDR6<:JA�9;�1S4SF�678879:�C8KA�7:J<?<AJB�=7JM�D�>D8899:�CDR6<:J�9;�1G24H�678879:�EK<�UK@KAJ�2GB�2SS34�fM<�69?J@D@<�L9O<?A�JM<�8D:E�D:E>K78E7:@�DJ�9K?�L9?C9?DJ<�M<DEVKD?J<?A�7:�k7D674� l<J=<<:�UK@KAJ�2SSS�D:E�kD?LM�2SS2B�9K?�l9D?E�9;�d7?<LJ9?A�7:L?<DA<E�7JA�DKJM9?7mDJ79:�9;�AMD?<�?<CK?LMDA<A�K:E<?�JM<�AMD?<?<CK?LMDA<�C?9@?D6�>R�224P�678879:�AMD?<A4�g<�?<CK?LMDA<E�̂7:L8KE7:@�AMD?<A�?<CK?LMDA<E�O7D�JM<�CMRA7LD8�A<JJ8<6<:J�6<JM9E�E7AL89A<E><89=a�S4e�678879:�AMD?<A�9;�9K?�L9669:�AJ9LQ�7:�2SSN�DJ�D�J9JD8�L9AJB�7:L8KE7:@�L9667AA79:AB�9;�1H4S�678879:B�N4H�678879:�AMD?<A�7:�2SS2;9?�1PH4F�678879:�D:E�543�678879:�AMD?<A�7:�2SSG�;9?�1GPP4G�678879:4�UJ�d<L<6><?�NGB�2SSNB�=<�MDE�JM<�DKJM9?7JR�J9�CK?LMDA<�D�?<6D7:7:@GN42�678879:�AMD?<A�9;�9K?�L9669:�AJ9LQ�9?�D�87Q<IOD8K<E�D69K:J�9;�9K?�L9:O<?J7>8<�E<><:JK?<A�K:E<?�JM<�kD?LM�2SS2�DKJM9?7mDJ79:4dK?7:@�2SSGB�7:�L9::<LJ79:�=7JM�9K?�AMD?<�?<CK?LMDA<�C?9@?D6B�=<�?<L<7O<E�1F4e�678879:�7:�C?<67K6A�9:�JM<�7AAKD:L<�9;�<7@MJ;?<<AJD:E7:@�CKJ�9CJ79:A�;9?�G4H�678879:�AMD?<A�9;�9K?�L9669:�AJ9LQB�=M7LM�=DA�L?<E7J<E�J9�noDC7JD8�7:�<WL<AA�9;�CD?�OD8K<Bp�9;�=M7LM�9:<CKJ�9CJ79:�;9?�S42�678879:�AMD?<A�<WC7?<E�K:<W<?L7A<E�C?79?�J9�d<L<6><?�NGB�2SSG4�g<�D8A9�?<L<7O<E�1S42�678879:�KC9:�?<:<=D8q?988;9?=D?E9;�JM?<<�CKJ�9CJ79:A�;9?�S4H�678879:�AMD?<A�7:J9�J=9�CKJ�9CJ79:A�;9?�S4H�678879:�AMD?<A4�̀7O<�CKJ�9CJ79:A�;9?�G45�678879:�AMD?<A�=<?<�<W<?L7A<E>R�JM<�M98E<?A�DJ�AJ?7Q<�C?7L<A�?D:@7:@�;?96�12e453�J9�1NG4PS�EK?7:@�2SSG4�g<�<8<LJ<E�JM<�CMRA7LD8�A<JJ8<6<:J�6<JM9E�KC9:�<W<?L7A<�9;�9:<CKJ�9CJ79:�;9?�S4N�678879:�AMD?<A�D:E�CD7E�1e43�678879:�7:�<WLMD:@<�;9?�JM<�K:E<?8R7:@�AMD?<A4�g<�<8<LJ<E�JM<�:<J�AMD?<�A<JJ8<6<:J�6<JM9EKC9:�<W<?L7A<�9;�JM<�?<6D7:7:@�;9K?�CKJ�9CJ79:A�;9?�G4F�678879:�AMD?<A�D:E�7AAK<E�S4N�678879:�AMD?<A�9;�9K?�L9669:�AJ9LQ�7:�A<JJ8<6<:J�9;JM<�9>87@DJ79:4�b:�JM<�<O<:J�JM<�CKJ�9CJ79:A�=<?<�<W<?L7A<EB�=<�MDE�JM<�?7@MJ�J9�<8<LJ�J9�A<JJ8<�>R�9:<�9;�JM?<<�6<JM9EAh�CMRA7LD8�A<JJ8<6<:J>R�CDR6<:J�7:�<WLMD:@<�;9?�9K?�AMD?<AB�:<J�LDAM�A<JJ8<6<:J�9?�:<J�AMD?<�A<JJ8<6<:J4�dK?7:@�2SS2B�;7O<�CKJ�9CJ79:A�=<?<�<W<?L7A<E�;9?�G42678879:�AMD?<A�>R�JM<�M98E<?A�DJ�AJ?7Q<�C?7L<A�?D:@7:@�;?96�1GH4SS�J9�1N24234�g<�<8<LJ<E�JM<�CMRA7LD8�A<JJ8<6<:J�6<JM9E�KC9:�JM<�<W<?L7A<9;�J=9�CKJ�9CJ79:A�;9?�S4P�678879:�AMD?<A�D:E�CD7E�1G24e�678879:�7:�<WLMD:@<�;9?�JM<�K:E<?8R7:@�AMD?<A4�g<�<8<LJ<E�JM<�:<J�AMD?<�A<JJ8<6<:J6<JM9E�;9?�JM<�<W<?L7A<A�9;�JM<�?<6D7:7:@�JM?<<�CKJ�9CJ79:A�;9?�S4e�678879:�AMD?<A�D:E�7AAK<E�G4S�678879:�AMD?<A�9;�9K?�L9669:�AJ9LQ�7:A<JJ8<6<:J�9;�JM<�9>87@DJ79:4� T:�kD?LM�NB�2SSFB�=<�7AAK<E�1FSS4S�678879:�9;�9K?�G4Pj�o9:O<?J7>8<�Y<:79?�c9J<A�EK<�2S2F4�X:E<?�L<?JD7:�L7?LK6AJD:L<AB�JM<�G4Pjc9J<A�D?<�L9:O<?J7>8<B�K:8<AA�C?<O79KA8R�?<E<<6<EB�7:J9�NN4F3eF�AMD?<A�9;�9K?�L9669:�AJ9LQ�C<?�1GBSSS�9;�C?7:L7CD8�D69K:J�9;�JM<�G4Pjc9J<A4�fM7A�?DJ79�?<AK8JA�7:�D�L9:O<?A79:�C?7L<�9;�DCC?9W76DJ<8R�12H435�C<?�AMD?<4�g<�6DR�?<E<<6�JM<�G4Pj�c9J<A�9:�9?�D;J<?�kD?LM�GB2SGG4�l<@7::7:@�=7JM�JM<�A7WI69:JM�C<?79E�L966<:L7:@�9:�kD?LM�GB�2SGGB�=<�=788�CDR�L9:J7:@<:J�7:J<?<AJ�9:�JM<�G4Pj�c9J<A�EK?7:@�D�A7WI69:JM�7:J<?<AJ�C<?79E�7;�JM<�DO<?D@<�J?DE7:@�C?7L<�9;�JM<�G4Pj�c9J<A�7A�D>9O<�D�AC<L7;7<E�8<O<84�b:�DEE7J79:B�M98E<?A�9;�JM<�G4Pj�c9J<A�6DR?<VK7?<�KA�J9�?<CK?LMDA<�JM<�:9J<A�9:�<DLM�9;�kD?LM�GB�2SGGB�2SGFB�D:E�2SGH�D:E�KC9:�L<?JD7:�<O<:JA4� Fe
51



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% #����!
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Wefiled a universal shelf registration statement on Form S-3, which was declared effective in March 2001, registering the sale of up
to $400.0 million of any combination of debt securities or commonstock. During 2001, we issued an aggregate of 0.3 million shares under
the universal shelf registration statement in connection with the net settlement of the put options discussed above. Underthis registration
statement, as of the date of this report, we have the ability to issue any combination of debt securities or commonstock in an aggregate
amount of $382.5 million.

Income Taxes

We recognized a $45.6 million tax provision for 2003 compared to $51.7 million in 2002 and $54.1 million in 2001. Our effective tax
trate was 32% for 2003, 31% for 2002 and 18% for 2001. In 2003 and 2002,the effective tax rate was less than the statutory rate primarily
due to low tax rates applicable to our Puerto Rico and Waterford, Ireland manufacturing operations and our Swiss and Chilean operations.
In 2001, the effective tax rate was lower than the United States statutory income tax rate, principally due to net operating loss and tax
credit carryforwards and tax incentives in certain jurisdictions where our manufacturing facilities are located. The domestic current
provision was favorably impacted by $29.6 million during 2001 from utilization ofpreviously reserved net operating loss and tax credit
carryforwards. The 2001 domestic current provision was also favorably impacted by the non-taxable gain onthe partial sale of[VAX
Diagnostics. Paymentof the current tax provision will be reduced by $1.9 million for our domestic operations and $2.3 million for our
foreign operations for the year ended December 31, 2003, were reduced by $1.4 million for our domestic operations and $0.4 million for
our foreign operations for the year ended December31, 2002, and were reduced by $8.0 million for our domestic operations and $2.6
million for our foreign operations for the year ended December31, 2001, representing the incremental impact of compensation expense
deductions associated with non-qualified stock option exercises during those years. In addition, during 2001 we recorded $7.4 million of
tax effect ofprior years’ stock option exercises. These amounts were credited to “Capital in excess ofpar value” in the accompanying
consolidated balance sheet. We recognized $20.0 million in 2001 ofUnited States taxable income on the intercompany assignmentof a
contract. For financial reporting purposes this transaction was eliminated in consolidation.

Valuation allowances previously recorded against the foreign and domestic net deferred tax assets of $2.6 million in 2003, $3.6
million in 2002 and $11.2 million in 2001 were reversed due to management’s expectation of increased domestic taxable incomein the
coming year. The domestic net deferred tax asset was $79.2 million at December 31, 2003, and $108.7 million at December 31, 2002, and
the aggregate net deferred tax asset in foreign countries was $14.9 million at December 31, 2003, and $7.5 million at December 31, 2002.
As ofDecember 2003 and 2002, the domestic deferred tax asset was not reserved. As of December31, 2003, the aggregate foreign net
deferred tax asset was approximately 66% reserved. Realization of the net deferred tax assets is dependent upon generating sufficient
future domestic and foreign taxable income. Although realization is not assured, managementbelieves it is more likely than notthat the net
deferred tax assets will be realized. Our estimates of future taxable income are subject to revision due to, among otherthings, regulatory
and competitive factors affecting the pharmaceutical industries in the markets in which we operate.

Our future effective tax rate will depend on the mix between foreign and domestic taxable incomeorlosses and the statutory tax rates
of the related tax jurisdictions. The mix between our foreign and domestic taxable income maybesignificantly affected by the jurisdiction
in which new products are developed and manufactured.
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quantification of damages) that are present in most sales and licensing agreements. When conducting our analysis of the amount to record
of the warranty obligation, we first assessed the chance of an adverse outcome under the warranty arrangement. Since we determined the
chance of an adverse outcometo be remote, no provision for the warranty was recorded.

During the fourth quarter of 2002, we received $20.0 million in connection with certain amendments to the contract. Upon
acquisition ofALZA by OMP,representatives of OMP madeit clear to us that they believed that the existing royalty structure, which
provided for escalating royalties at certain sales levels, created a disincentive towards the continued growth ofandtheir investment in the
product. In order to address these issues, in exchange for minimum guaranteed royalties through 2006, we agreed to forego our rights to
receive increased royalty payments uponsales of Elmiron® by OMP beyondcertainsales levels and reducedthe royalty rates we would
receive at other sales levels. We also provided for the orderly transition of the manufacture of Elmiron® to OMP. As the $20.0 million
payment was nonrefundable and since we have no other obligations under the agreementother than those related to the manufacture of
Elmiron® on fair market terms, we determined that the $20.0 million up-front paymentis the culmination of a separate earnings process
and recorded the paymentas additional proceeds from the 1997 sale of Elmiron® to OMP. Wewill continue to receive payments from OMP
overthe next several years based uponsales of Elmiron® by OMP.

Royalty and milestone payments from the 1997 sale of rights in Elmiron® andcertain other urology products in the United States and
Canada to OMP totaled $12.8 million in 2003, $35.2 million in 2002 and $13.8 million in 2001 and are included in other income as
additional gain on the sale ofproduct rights. Royalties and milestone payments receivable from OMP includedin “Othercurrent assets” in
the accompanying consolidated balance sheets totaled $8.3 million at December 31, 2003, $12.3 million at December 31, 2002, and $11.1
million at December 31, 2001.

Inventory - Inventories are stated at the lowerofcost(first-in, first-out) or market. Components of inventory cost include materials,
labor and manufacturing overhead. In evaluating whether inventory is stated at the lower of cost or market, we consider such factors as the
amountof inventory on hand, estimated time required to sell such inventory, remaining shelf life of the inventory and current market price
of the inventory. We have made,are in the process ofmaking and/or will scale-up and make commercial quantities of certain of our
product candidates prior to the date we anticipate that such products will receive final FDA or foreign governmental marketing approval
and/orsatisfactory resolution ofpatent infringementlitigation involving them (i.e., pre-launch inventory). The scale-up and commercial
production ofpre-launch inventories involves the risk that such products may not be approved for marketing by the governmental agencies
on a timely basis, or ever, and/or that the outcomeofrelated litigation may notbe satisfactory. This risk notwithstanding, we plan to
continue to scale-up and build pre-launch inventories of certain products that have not yet received final governmental approval and/or
satisfactory resolution ofpatent infringement litigation when we believe that such action is appropriate in relation to the commercial value
of the product launch opportunity. As of December 31, 2003, we had approximately $24.8 million of inventories related to certain products
pendingfinal approval and/orsatisfactory resolution oflitigation.

Impairment of Long-Lived Assets — We continually evaluate whether events and circumstances have occurred that indicate that the
remaining estimated useful life of long-lived assets may require revision or that the remaining net book value may not be recoverable.
Whenfactors indicate that an asset may be impaired, we use various methods to estimate the asset’s future cash flows expectedto result
from the use of the asset and its eventual disposition. If the sum of the expected future undiscounted cash flowsis less than the carrying
amountofthe asset, an impairmentloss is recognized based on the excess of the carrying amount overthe estimated fair value of the asset.
Any impairment amountis charged to operations.
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Intangible Assets — Intangible assets with definite lives are amortized andcarried at cost less accumulated amortization. Goodwill
and intangible assets with indefinite lives are carried at cost, are not amortized and are tested for impairment annually. No impairments
were identified during 2003.

Sale of Subsidiary Stock — During 2001, we elected income statement recognition as our accounting policy for sales of subsidiary
stock and recorded a gain of $10.3 million related to the merger of IVAX Diagnostics with b2bstores.com, which is included in “Other
income,net” in the consolidated statements of operations.

Legal Costs — Legal charges are recorded forthe costs anticipated to be incurred in connection with litigation and claims against us
when wecan reasonably estimate these costs. We intend to vigorously defend each of the lawsuits described in Note 14, Commitments and
Contingencies, in the Notes to Consolidated Financial Statements, but their respective outcomes cannotbe predicted. Any of such lawsuits
or investigations, if determined adversely to us, could have a material adverse effect on our financial position and results of operations.
Our ultimate liability with respect to any of these proceedings is not presently determinable.

Weare involved in various other legal proceedings arising in the ordinary course ofbusiness, some ofwhich involve substantial
amounts.In order to obtain brand equivalent approvals prior to the expiration ofpatents on branded products, and to benefit from the
exclusivity allowed to Abbreviated New Drug Application applicants that successfully challenge these patents, we frequently become
involved in patent infringementlitigation brought by branded pharmaceutical companies. Although these lawsuits involve products that are
not yet marketed and therefore poselittle or no risk ofliability for damages, the legal fees and costs incurred in defending such litigation
can be substantial. While it is not feasible to predict or determine the outcomeorthetotal cost of these proceedings, in our opinion, based
on a review with legal counsel, any losses resulting from such legal proceedings will not have a material adverse impact on our financial
positionorresults of operations.

Item 7A. Quantitative and Qualitative Disclosures About Market Risk

Market risk represents the risk of loss that may impact our consolidated financial position, results of operations or cash flows. We, in
the normal course of doing business, are exposed to the risks associated with foreign currency exchange rates and changesin interest rates.

Foreign Currency Exchange Rate Risk — We have subsidiaries in more than 20 countries worldwide. During 2003, sales outside the
United States accounted for approximately 51% of our worldwide sales. The majority of these sales were denominatedin currencies of the
local country. As such, our reported profits and cash flows are exposed to changing exchangerates. If the United States dollar weakens
relative to the foreign currency, the earnings generated in the foreign currencywill, in effect, increase when converted into United States
dollars and vice versa. Although we do not speculate in the foreign exchange market, we do from time to time manage exposuresthat arise
in the normal course of businessrelated to fluctuations in foreign currency exchangerates by entering into offsetting positions through the
use of foreign exchange forward contracts. As a result of exchangerate differences, net revenues increased by $34.8 million in 2003 as
compared to 2002 and decreased by $45.2 million in 2002 compared to 2001. Theeffects of inflation on consolidated net revenues and
operating income werenotsignificant. Certain firmly committed transactions are hedged with foreign exchange forward contracts. As
exchangerates change, gains and losses on the exposed transactions are partially offset by gains and losses related to the hedging contracts.
Both the exposed transactions and the hedging contracts are translated at current spot rates, with gains and losses included in earnings.

Our derivative activities, which primarily consist of foreign exchange forward contracts,are initiated primarily to hedge forecasted
cash flows that are exposed to foreign currency risk. The foreign
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Filed herewith.
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ended December31, 2001.

Incorporated by reference to our Form 10-Q for the quarter
ended March 31, 2003.

Incorporated by reference to our Form 10-Q for the quarter
ended June 30, 2003.

Filed herewith.

Filed herewith.

Filed herewith.

Filed herewith.

Filed herewith.
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Filed herewith.
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2/13/24, 2:36 PM Annual Report

Weighted average number of commonshares outstanding:
Basic 195,626 195,037 199,099

Diluted 198,900 197,378 204,639a 

The accompanying Notes to Consolidated Financial Statements are an integralpart ofthesefinancial statements.

F-4

https://www.sec.gov/Archives/edgar/data/772 197/000119312504040619/d10k.htm 71/119
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2/13/24, 2:36 PM

Sharesissued to settle put
options 971

Value of stock options
issued to non-employees —_—

BALANCE,December 31,
2002 194,372=—

97

$19,437

Annual Report

21,828

184

$ 311,367 

(Continued)

F-5

https://www.sec.gov/Archives/edgar/data/772 197/000119312504040619/d10k.htm
73

(21,925)

— — 184

$569,225 $ (215,166) $ 684,863eee

73/119
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2/13/24, 2:36 PM Annual Report

Net cash flows from financingactivities (29,484)

Effect of exchange rate changes on cash and cash equivalents 14,071

Net(decrease) increase in cash and cash equivalents (8,538)
Cash and cash equivalents at the beginning of the year 155,408

Cash and cash equivalentsat the end of the year $ 146,870

(Continued)

F-7

https://www.sec.gov/Archives/edgar/data/772 197/000119312504040619/d10k.htm
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(179,311)

(23,008)

(22,856)
178,264

$ 155,408

492,861

16,886

3,470

174,794

$ 178,264

76/119
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2/13/24, 2:36 PM

Inventories consist of the following:

Raw materials

Work-in-process
Finished goods

Total inventories

Annual Report

December31,

2003 2002

$155,159 $117,485

65,194 50,678
193,519 141,492

$413,872 $309,655 

As of December 31, 2003, we had approximately $24,778 in inventories relating to products pending launch while we await receipt
of final FDAor foreign governmental marketing approval and/orsatisfactory resolution ofpatent infringementlitigation.

https://www.sec.gov/Archives/edgar/data/772 197/000119312504040619/d10k.htm
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2/13/24, 2:36 PM Annual Report

status of the plan in relation to the Minimum Funding Requirement under United Kingdom regulations for termination purposesis in
process.

F-30

https://www.sec.gov/Archives/edgar/data/772 197/000119312504040619/d10k.htm 102/119
102



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% �"����!
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Fen-Phen Litigation

IPI has been named in a numberofindividual and class action lawsuits in both state and federal courts involving the diet drug
combination of fenfluramine and phentermine, commonly known as “fen-phen.” Generally, these lawsuits seek damages for personal
injury, wrongful death and loss of consortium, as well as punitive damages, undera variety ofliability theories including strict products
liability, breach of warranty and negligence. IPI did not manufacture either fenfluramine or phentermine, but did distribute the brand
equivalent version ofphentermine manufactured by Eon Labs Manufacturing,Inc. (“Eon”) and Camall Company. Although IPI had a very
small market share, to date, IPI has been named in approximately 5,542 cases and has been dismissed from approximately 4,966 of these
cases, with additional dismissals pending. IPI intends to vigorously defend all of the lawsuits, and while managementbelievesthat its
defense will succeed, as with any litigation, there can be no assurance ofthis. Currently Eon is paying for approximately 50% of IPI’s costs
in defending these suits and is fully indemnifying IPI against any damages IPI maysufferas a result of cases involving product
manufactured by Eon. In the event Eon discontinues providing this defense and indemnity, IPI has its own productliability insurance.
While IPI’s insurance carriers have issued reservations of rights, IPI believes that it has adequate coverage. Although it is impossible to
predict with certainty the outcomeoflitigation, we do not believe this litigation will have a material adverse impact on our financial
condition or results of operation.

Average Wholesale Price Litigation

On July 12, 2002, an action purporting to be a class action styled John Rice v. Abbott Laboratories,Inc.,etal. (the “Rice Action”)
wasfiled against IPI and others in the Superior Court of the State of California, alleging violations of California’s Business & Professional
Code §17200 et seq. with respect to the way pharmaceutical companies report their AWP. Plaintiffs allege that each defendant reported an
AWP to Medicare and Medicaid which materially misrepresented the actual prices paid to defendants by physicians and pharmacies for
prescription drugs. The complaint seeks unspecified damages, including punitive damages, and injunctive relief. Two otherclass actions,
Thompson v. Abbott Laboratories,Inc.,etal. (the “Thompson Action’) and Turner v. Abbott Laboratories,Inc.,etal. (the “Turner
Action”), containing similar allegations against IPI and others were filed in California courts in August and September 2002,respectively,
as well. All three cases were removed to federal court and transferred to the Pharmaceutical Industry Average Wholesale Price Multi-
District Litigation in the United States District Court for the District ofMassachusetts. On November23, 2003,the plaintiff in the Rice
Action dismissed his action against IPI and other defendants without prejudice. On January 9, 2004, the court denied the motions filed by
the plaintiffs in the Thompson Action and the Turner Action to remandthe cases to state court and further ruled that the claims in these
actions were preempted by ERISA.In February 2004,the plaintiffs in the Thompson Action and the Turner Action also dismissed their
actions against IPI and other defendants.

On September29, 2003, we received a copy of a Summons and Complaintfiled by the Commonwealth ofMassachusetts against
TVAX Corporation, and various other manufacturers of generic pharmaceutical products,alleging that all defendant manufacturersinflated
the prices of generic pharmaceutical products paid for by the Massachusetts Medicaid Program through alleged fraudulent promotion,
marketing and sales practices, resulting in millions of dollars in overpayments. The Complaintalso alleges that the defendant
manufacturers reported understated drug pricing to the federal government, which had the effect of reducing rebate payments to the
Commonwealth under rebate agreements. The complaint alleges violations of the Massachusetts Medicaid False Claims Act, the
Massachusetts False Claims Act and common law fraud, along with claims for unjust enrichment, breach of contract and breach ofthe duty
of good faith and fair dealing. The Commonwealth seeks injunctiverelief, restitution, treble damages, civil penalties, attorneys’ fees, and
investigative and litigation costs. A motion to dismiss this action wasfiled on January 29, 2004, and is pending. We intend to vigorously
defend ourselves in this matter and againstthese allegations.
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&'()*�+,�-+./*./012�345647849�:;<�=>>?<�@A@�B2C�D4�D494�E49F4C�DG6H�B2�I742C4C�JK75LBG26�MGL4C�G2�6H4�N2G64C�36B64E�OGE69GP6�JKQ96�MK9�6H4�OGE69GP6KM�RBEEBPHQE466E�G2�6H4�PBE4�E6SL4C�JKQ26S�KM�3QMMKLT�FEU�I88K66�VB8K9B6K9G4E<�@2PU<�46�BLU�B2C�K2�IQWQE6�=;<�=>>?<�D4�D494�E49F4C�DG6H�BEG7GLB9�PK75LBG26�MGL4C�G2�6H4�N2G64C�36B64E�OGE69GP6�JKQ96�MK9�6H4�3KQ6H492�OGE69GP6�KM�X4D�YK9T�G2�6H4�PBE4�E6SL4C�JKQ26S�KM�Z4E6PH4E649FEU�I88K66�VB8K9B6K9G4E<�@2PU�46�BLU�@2�4BPH�KM�6H4E4�PBE4E<�6H4�5LBG26GMME�BLL4W4�6HB6�6H4�C4M42CB26E�FGKLB64C�6H4�[BPT46449G2W�@2MLQ42P4C�B2CJK99Q56�19WB2G\B6GK2E�IP6�]̂[@J1_̀<�6H4�a4C49BL�R4CGPBGC�36B6Q64<�X4D�YK9T�3KPGBL�349FGP4E�VBD<�X4D�YK9T�O45B967426�KM�b4BL6H[4WQLB6GK2E<�B2C�X4D�YK9T�c4249BL�dQEG24EE�VBDU�eH4�5LBG26GMME�BLEK�E44T�6H4�94PKF49S�KM�CB7BW4E�MK9�Q2MBG9�69BC4�59BP6GP4E<�M9BQC<894BPH�KM�PK269BP6�B2C�Q2C49�6H4�6H4K9S�KM�Q2fQE6�429GPH7426U�eH4�5LBG26GMME�BLEK�E44T�Q2E54PGMG4C�CB7BW4E<�G2PLQCG2W�6948L4�B2C�5Q2G6GF4CB7BW4E<�PGFGL�542BL6G4E<�C4PLB9B6K9S�B2C�G2fQ2P6GF4�94LG4M�B2C�94E6G6Q6GK2<�BLL4W4CLS�EQMM494C�8S�6H4�5LBG26GMME�BE�B�94EQL6�KM�6H4�C4M42CB26EgBLL4W4C�Q2LBDMQL�EPH474�6K�KF49PHB9W4�MK9�594EP9G56GK2�74CGPB6GK2E�5BGC�MK9�8S�R4CGPBGCU�eH4�5LBG26GMME�BLL4W4�6HB6�6H9KQWH�59K7K6GK2BL<CGEPKQ26G2W<�B2C�59GPG2W�59BP6GP4E<�6H4�C4M42CB26E�945K964C�MBLE4�B2C�G2MLB64C�BF49BW4�DHKL4EBL4�59GP4E�K9�DHKL4EBL4�BPhQGEG6GK2�PKE6E�B2CMBGL4C�6K�945K96�6H4G9�84E6�59GP4E�BE�94hQG94C�8S�M4C49BL�B2C�E6B64�948B64�E6B6Q64E�94EQL6G2W�G2�6H4�5LBG26GMME�KF495BSG2W�MK9�P496BG2�74CGPB6GK2EUI�7K6GK2�6K�CGE7GEE�6H4E4�BP6GK2E�DBE�MGL4C�B2C�947BG2E�542CG2WU�Z4�G2642C�6K�FGWK9KQELS�C4M42C�KQ9E4LF4E�G2�6H4E4�PBE4E�B2C�BWBG2E6�6H4E4BLL4WB6GK2EU� @A@<�BLK2W�DG6H�2Q749KQE�K6H49�5HB97BP4Q6GPBL�PK75B2G4E<�HBE�94P4GF4C�G2hQG9G4E�M9K7�B2C�94E5K2C4C�6K�94hQ4E6E�MK9�94PK9CE�B2CG2MK97B6GK2�M9K7�6H4�JK77G6644�K2�i249WS�B2C�JK7749P4�KM�6H4�N2G64C�36B64E�bKQE4�KM�[4594E426B6GF4E�G2�PK224P6GK2�DG6H�6H4JK77G6644gE�G2F4E6GWB6GK2�G26K�P496BG2�G2CQE69S�B2C�@A@�59BP6GP4E�94WB9CG2W�BF49BW4�DHKL4EBL4�59GP4U�@A@�HBE�BLEK�94P4GF4C�PK994E5K2C42P4M9K7�6H4�36B64E�KM�X4FBCB<�j426QPTS<�aLK9GCB<�B2C�@LLG2KGE<�K2�84HBLM�KM�G6E4LM�B2C�k�K6H49�E6B64E<�G2CGPB6G2W�6HB6�6H4�1MMGP4�KM�6H4�I66K924Sc4249BL�]1Ic̀�MK9�6H4E4�E6B64E�B94�G2F4E6GWB6G2W�BLL4WB6GK2E�KM�5Q95K964CLS�G759K549�59GPG2W�59BP6GP4E�94LB64C�6K�6H4�BF49BW4�7B2QMBP6Q94959GP4�B2C�84E6�59GP4�PBLPQLB6GK2EU�Z4�K9�KQ9�EQ8EGCGB9G4E�HBF4�2K6�8442�2B74C�BE�B�C4M42CB26�G2�B�EQG6�MGL4C�8S�K9�K2�84HBLM�K9�B2S�E6B64<�8Q6BE�B�94EQL6�KM�6H4�G2F4E6GWB6GK2�6H4�1Ic�MK9�6H4�E6B64E�HBF4�BCFGE4C�QE�6HB6�D4�B94�94hQG94C�6K�7BG26BG2�BLL�94PK9CE�94LB64C�6K�6H4G2F4E6GWB6GK2U�Z4�B94�PKK549B6G2W�MQLLS�DG6H�6H4E4�94hQ4E6EU�eH4�KQ6PK74�KM�6H4E4�G2F4E6GWB6GK2E�PKQLC�G2PLQC4�6H4�G75KEG6GK2�KM�EQ8E6B26GBLMG24E<�542BL6G4E�B2C�G2fQ2P6GF4�K9�BC7G2GE69B6GF4�9474CG4EU� N2G64C�jG2WCK7�349GKQE�a9BQC�1MMGP4�@2F4E6GWB6GK2�B2C�[4LB64C�VG6GWB6GK2� @2�I59GL�=>>=<�D4�94P4GF4C�2K6GP4�KM�B2�G2F4E6GWB6GK2�8S�N2G64C�jG2WCK7�XB6GK2BL�b4BL6H�349FGP4�KMMGPGBLE�PK2P492G2W�59GP4E�PHB9W4C8S�W4249GP�C9QW�PK75B2G4E<�G2PLQCG2W�XK96K2�b4BL6HPB94�VG7G64C<�69BCG2W�BE�@lIm�AHB97BP4Q6GPBLE�Nj<�MK9�542GPGLLG2n8BE4C�B26G8GK6GPEB2C�DB9MB9G2�EKLC�G2�6H4�N2G64C�jG2WCK7�M9K7�:oop�6K�=>>>U�eHGE�GE�B2�G2F4E6GWB6GK2�8S�6H4�349GKQE�a9BQC�1MMGP4�KM�6H4�N2G64C�jG2WCK7G2FKLFG2W�BLL�5HB97BP4Q6GPBL�PK75B2G4E�6HB6�EKLC�6H4E4�59KCQP6E�G2�6H4�N2G64C�jG2WCK7�CQ9G2W�6HGE�549GKCU�IPPK9CG2W�6K�E6B647426E�8SG2F4E6GWB6G2W�BW42PG4E<�6HGE�GE�B�PK75L4q�G2F4E6GWB6GK2�4q54P64C�6K�PK26G2Q4�MK9�EK74�6G74�B2C�6H494�GE�2K�G2CGPB6GK2�M9K7�6H4�BW42PG4EDH42�K9�GM�PHB9W4E�DGLL�84�7BC4�BWBG2E6�B2S�KM�6H4E4�PK75B2G4EU�Z4�B94�PKK549B6G2W�MQLLS�DG6H�6HGE�G2F4E6GWB6GK2U� @2�O4P47849�=>>=<�6H4�34P946B9S�KM�36B64�MK9�b4BL6H<�K2�84HBLM�KM�G6E4LM�B2C�K6H49E<�MGL4C�B�PGFGL�PLBG7�MK9�CB7BW4E�B2C�G26494E6�BWBG2E6XK96K2�b4BL6HPB94<�XK96K2�AHB97BP4Q6GPBLE�B2C�K6H49�C4M42CB26E�BLL4WG2W�6HB6�P496BG2�KM�6H4G9�BP6GK2E�BCF49E4LS�BMM4P64C�PK7546G6GK2�G2�6H4EBL4�B2C�EQ55LS�KM�DB9MB9G2�G2�6H4�N2G64C�jG2WCK7�846D442�:oop�B2C�=>>>U�eHGE�PLBG7�E44TE�CB7BW4E�BWBG2E6�BLL�C4M42CB26E�G2�6H4B559KqG7B64�BWW94WB64�B7KQ26�KM�=k<p>>�AKQ2CE�3649LG2W�]B559KqG7B64LS�r;:<:>>�B6�6H4�O4P47849�?:<�=>>?<�PQ9942PS�4qPHB2W4�9B64̀<�5LQEG26494E6�B2C�PKE6EU� an?o
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116



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% �� ���!

&'()*�+,�-+./*./0 12341&�45�6782327827&�-21&65628�39:;6-�<--497&<7&=�>?�@AB�C?DEF�?G�HIEBJ@?EK�DLF�MADEBA?NFBEK?G�OPQR�S?ET?ED@I?LU�VB�ADWB�DXFI@BF�IL�DJJ?EFDLJB�YI@A�DXFI@ILZ�K@DLFDEFK�ZBLBEDNN[�DJJBT@BF�IL�@AB�\LI@BF�M@D@BK]�@AB�GILDLJIDN�K@D@B̂BL@K�ILJNXFBF�IL�OPQRS?ET?ED@I?L_K�DLLXDN�EBT?E@�@?�KADEBA?NFBEK�ILJ?ET?ED@BF�̀[�EBGBEBLJB�IL�@AIK�a?Ê�bcde]�DLF�ADWB�IKKXBF�?XE�EBT?E@�@ABEB?L�FD@BFaB̀EXDE[�bf]�fccf�gBhJBT@�YI@A�EBKTBJ@�@?�@AB�̂D@@BEK�FIKJXKKBF�IL�i?@B�bj]�DK�@?�YAIJA�@AB�FD@B�IK�kDEJA�bl]�fccfmn�oXE�DXFI@�YDK�̂DFBG?E�@AB�TXET?KB�?G�G?ÊILZ�DL�?TILI?L�?L�@A?KB�K@D@B̂BL@K�@DpBL�DK�D�YA?NBn�>AB�aILDLJIDN�M@D@B̂BL@�MJABFXNB�OO�NIK@BF�IL�O@B̂�bq�IK�@ABEBKT?LKÌINI@[�?G�@AB�S?̂ TDL[_K�̂DLDZB̂BL@�DLF�IK�TEBKBL@BF�G?E�TXET?KBK�?G�J?̂ TN[ILZ�YI@A�@AB�MBJXEI@IBK�DLF�rhJADLZB�S?̂ ÎKKI?L_KEXNBK�DLF�IK�L?@�TDE@�?G�@AB�̀DKIJ�GILDLJIDN�K@D@B̂BL@Kn�>AIK�GILDLJIDN�K@D@B̂BL@�KJABFXNB�ADK�̀BBL�KX̀sBJ@BF�@?�@AB�DXFI@ILZ�TE?JBFXEBKDTTNIBF�IL�@AB�DXFI@�?G�@AB�̀DKIJ�GILDLJIDN�K@D@B̂BL@K�DLF]�IL�?XE�?TILI?L]�GDIEN[�K@D@BK�IL�DNN�̂D@BEIDN�EBKTBJ@K�@AB�GILDLJIDN�FD@D�EBtXIEBF�@?B̀�KB@�G?E@A�@ABEBIL�IL�EBND@I?L�@?�@AB�̀DKIJ�GILDLJIDN�K@D@B̂BL@K�@DpBL�DK�D�YA?NBn�Qu>v\u�QiHruMri�wwx�kID̂I]�aN?EIFD]aB̀EXDE[�bf]�fccfn�>vOM�OM�Q�Soxy�oa�>vr�Q\HO>�urxou>�xurPOo\Mwy�OMM\rH�Cy�Qu>v\u�QiHruMri�wwx�Oi�SoiirS>Ooi�VO>v�OPQRSouxouQ>Ooi_M�aOwOiz�oi�aouk�bcde�aou�>vr�yrQu�riHrH�HrSrkCru�{b]�fccbn�>vOM�Q\HO>�urxou>�vQM�io>Crri�urOMM\rH�Cy�Qu>v\u�QiHruMri�wwx�Oi�SoiirS>Ooi�VO>v�>vOM�aOwOiz�oi�aouk�bcden�Mrr�rRvOCO>�f{nf�aoua\u>vru�HOMS\MMOoin

117



������������	�
� �����������

����������������������������������������  ��! �"""��!���#"�"�"	�!���"$���% ��&���!
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