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Available Information

ANI Pharmaceuticals, Inc. and its consolidated mlidas, ANIP Acquisition Company (together, the ‘‘@pany” or "ANI") files annual,
quarterly and current reports, proxy statementsahner information required by the Securities Exad@Act of 1934, as amended (the
"Exchange Act"), with the Securities and Exchangen@ission ("SEC"). The Company makes available défegharge on its website
(www.anipharmaceuticals.com) its annual report&omm 10-K, quarterly reports on Form 10-Q, curmepiorts on Form &, proxy statemen
and any amendments to those filings as soon asirably practicable after such material is electralty filed with or furnished to the SEC.
Also posted on the Company's website in the “Inuasst— Corporate Governance” section are the Comp&unrporate Governance
Guidelines, Code of Ethics and the charters forthdit and Finance, Compensation, and Nominatiry@arporate Governance Committees.
Information on, or accessible through, the Compmamgbsite is not a part of, and is not incorporatéal this report or any other SEC filing.
Copies of ANI's SEC filings or corporate governanwerials are available without charge upon writequest to Investor Relations, c/o ANI
Pharmaceuticals, Inc., 210 Main Street West, Baed®tinnesota, 56623.

Any materials the Company files with the SEC aswglublicly available through the SEC’s website (wgec.gov) or may be read and
copied at the SEC’s Public Reference Room at 18@¢et, N.E., Washington, DC 20549. Informatiortloa operation of the Public Reference
Room may be obtained by calling the SEC at 1-800-8B30.

In this annual report, references to “ANI” or “tB®mpany” refer, unless the context requires othewio ANI Pharmaceuticals, Inc., a
Delaware limited liability company, and its conslalied subsidiary, ANIP Acquisition Company (“ANIPReferences to “named executive
directors” refer to the current named executivécefs of the Company, except where the contextiresjotherwise. References to the
"Merger" refer to the merger of BioSante Pharmadcalg, Inc. ("BioSante") and ANIP, completed ondu®, 2013, wherein ANI Merger Sub,
Inc., a wholly owned subsidiary of BioSante, mergéith and into ANIP with ANIP continuing as the siving company and becoming a
wholly owned subsidiary of BioSante. On July 2013, BioSante changed its name to ANI Pharmacdsjitnc. References to the "reverse
stock split" refer to the one-for-six reverse stepkit effected on July 17, 2013.

CAUTIONARY STATEMENT CONCERNING FORWARD-LOOKING STA TEMENTS

This annual report on Form 10-K and certain infottioa incorporated herein by reference contain fordiooking statements within the
meaning of Section 27A of the Securities Act 08188 amended (the “Securities Act”), and Sectitk &f the Exchange Act. Such statement:
include, but are not limited to, statements abbetotential benefits of the recent Merger, the Gamny’s plans, objectives, expectations and
intentions with respect to future operations anddarcts, the anticipated financial position, opengtresults and growth prospects of the
Company and other statements that are not histbiicaature, particularly those that utilize ternoilogy such as “anticipates,” “will,”
“expects,” “plans,” “potential,” “future,” “believe s,” “intends,” “continue,” other words of similar maning, derivations of such words and
the use of future dates. Forward-looking statembwgttheir nature address matters that are, to dififeé degrees, subject to change. You shoul
not place undue reliance on those statements bedhey are subject to numerous uncertainties, sldother factors relating to the
Company’s operations and business environment #émet ¢actors, all of which are difficult to prediahd many of which are beyond the
Company’s control.

Uncertainties and risks may cause the Compamgtisad results to be materially different than th@sgressed in or implied by such
forward-looking statements. Uncertainties and risks ineluout are not limited to, the risk that the Compamay in the future face increased
difficulty in importing raw materials and/or incread competition, for its Esterified Estrogen withth/ltestosterone Tablet product;
competitive conditions for the Company's other piaig may intensify; the Company may be requireskek the approval of the U.S. Food anc
Drug Administration ("FDA") for its unapproved prodts or withdraw such products from the market;arahbusiness and econon
conditions; the Company’s expectations regardirptls in markets for the Company’s current and péahproducts; the Company’s future
cash flow and its ability to support its operatipttee Company’s ability to obtain additional finang as needed; the difficulty of developing
pharmaceutical products, obtaining regulatory artiey approvals and achieving market acceptanceiofiproducts; and the marketil
success of the Company’s licensees or sublicensees.




More detailed information on these and additiorsadtbrs that could affect the Company’s actual ressate described in the “Risk
Factors” section in Part |, Item 1A. of this annual repam Form 10-K and in other cautionary statementd asks included in other reports
the Company files with the SEC. All forward-lookstgtements in this annual report speak only ab@®fdate made and are based on the
Company’s current beliefs, assumptions, and extieata The Company undertakes no obligation to tgdarevise any forward-looking
statement, whether as a result of new informafioture events or otherwise.




PART |
Iltem 1. Business

ANI Pharmaceuticals, Inc. and its consolidated mlids, ANIP Acquisition Company (together, the ‘‘@pany” or “ANI") is an integrate
specialty pharmaceutical company developing, marnufang, and marketing branded and generic pretsonippharmaceuticals. The Compar
targeted areas of product development currentliydgcnarcotics, oncolytics (anti-cancers), hormaares steroids, and complex formulations
involving extended release and combination produdiee Company has two pharmaceutical manufagdaailities located in Baudette,
Minnesota, which are capable of producing oraldsdbtise products, as well as liquids and topicas;atics, and potent products that must be
manufactured in a fully-contained environment. Twmpany's strategy is to continue to use these faatuming assets to develop, produce,
and distribute niche generic pharmaceutical praduct

On June 19, 2013, pursuant to a merger agreemtatt da of April 12, 2013, ANIP Acquisition Compati¥p/a ANI Pharmaceuticals, Inc.
("ANIP") became a wholly-owned subsidiary of BiogaRharmaceuticals, Inc. (“BioSante”) in an allektatax-free reorganization (the
"Merger"). The Merger was accounted for as a revarguisition, pursuant to which ANIP was considahe acquiring entity for accounting
purposes. The Company is operating under the Ishifeof the ANIP management team and its boardrettbrs is comprised of two former
directors from BioSante and five former ANIP di@st As such, ANIP's historical results of openasioeplace BioSante's historical results of
operations for all periods prior to the Merger. Tasults of operations of both companies are irediuid the Company’s consolidated financial
statements for all periods after completion of Merger.

BioSante was a publicly-held pharmaceutical comdanysed on developing high value, medicaigeded products. ANIP entered into
Merger to secure additional capital and gain actesapital market opportunities as a public conypan

In addition, in July 2013, the Company's stockhddspproved and the Company subsequently effeptad(e-for-six reverse stock split
of the Company's common stock and class C speoiei,svith a proportional reduction in the numbéaothorized shares of its common
stock, class C special stock and blank check pedestock, and (ii) a change of the Company's nfaome “BioSante Pharmaceuticals, Inc.” to
“ANI Pharmaceuticals, Inc.” Unless otherwise reqdiby the context, references in this annual reoform 10-K to the "Company,"” "we,"
us," and "our" refer to ANI Pharmaceuticals, IrcDelaware corporation formed in April 2001, fortlgdmown as BioSante Pharmaceuticals,
Inc. The Company’s principal executive offices eated at 210 Main Street West, Baudette, Minreei623, its telephone number is
(218) 634-3500, and its website address is wwwhanripaceuticals.com.

Mission and Strategy

The Company is an integrated specialty pharmaadwtampany, with its own research and developrmearht manufacturing facilities,
and sales and regulatory compliance personnelChimepany's two facilities have a combined manufaogupackaging and laboratory
capacity totaling 173,000 square feet. The féediare specialized with diverse capabilities biing the Company to manufacture liquid,
powder, and oral solid-dose products, topicals;atass and other products required to be manufedtur a fully contained environment. The
Company also performs contract manufacturing foeopharmaceutical companies.

In addition to laboratories that support all of tequirements of raw material, finished product atability testing, the Company has a
1,000 square foot pilot laboratory offering liqguslispension and solid dose development capabhilittgs pilot laboratory offers a full range of
analytical capabilities including method developtealidation and de-formulation, and is licensgdiee Drug Enforcement Administration
(“DEA"). Finally, a separate development suite l@chwithin the Company’s high-potency manufactufagjlity offers additional capabilities
for product development.




The Company's strategy is to use its assets tdafgwaanufacture and market branded and genergiadpepharmaceutical products. By
developing and acquiring carefulbpnsidered prescription pharmaceuticals, managebsdietves the Company will be able to continuertin
its business, expand and diversify its productfpbot and create long-term value for its investors

Product Development Considerations

The Company considers a variety of criteria in dateing which products to develop or acquire, &bich influence the level of
competition and profitability upon product laundtinese criteria include:

Formulation Complexity.The Company's development and manufacturing capediénable it to manufacture pharmaceuticals
that are difficult to produce, including highly pot, extended release, combination, and low dogeaghucts. This ability to
manufacture a variety of complex products is a ogtitipe strength that the Company intends to legeria selecting products to
develop or manufactur

Patent Status The Company seeks to develop products whose éddnidequivalents do not have lotggm patent protection
existing patent challenge

Market Size. When determining whether to develop or acquir@dividual product, management reviews the curesmt
expected market size for that product at launchyedbas forecasted price erosion upon conversiom foranded to generic
pricing. The Company endeavors to manufacture mtsduith sufficient market size to enable the Comypi@ enter the market
with a strong likelihood of being able to price ptoduct both competitively and at a pro

Profit Potential. Management researches the availability and coasttdfe pharmaceutical ingredients along with ap#téd
market share in determining which products to dgvelr acquire. In determining the potential profig product, management
forecasts the Company’s anticipated market shai@np, which includes expected price erosion cdusecompetition from
other generic manufacturers, and the estimatedt@asainufacture the produc

Manufacturing. The Company generally seeks to develop and metuiéaproducts at its own manufacturing plantsriteo to
maximize the capacity and utilization of its fatds, to ensure quality control in its products] &m maximize profit potentia

Competition. When determining whether to develop or acquirendividual product, management researches théimgiand
expected market share of generic competitors. Tdrapgany seeks to develop products for which it dataio a large market
share, and may decline to develop a product if pament anticipates that many generic competitdifdeientering that
product’s market. The Company’s highly specialimeghufacturing facilities provide a means of entgmiche markets, such as
hormone therapies, in which fewer generic companimgdd be able to compet

The Company believes its strategies are effectiveveraging the Company's human and capital aagetsvill result in measurable
growth of the Company's business. Since 2011, tmpgany has successfully:

Increased prescription product sales through matkate gains on established products.

Acquired the New Drug ApplicatiorNDA") for and began marketing Regl®.

Developed two new contract manufacturing custoraktionships.

Established two external product development pestrips to bolster the internal pipeline.

Filed five Abbreviated New Drug Applications (“ANDA) and developed a pipeline of seven additionaDXs.

Entered into a contract to purchase the ANDAs fopBeviously marketed generic drug products, incdg@0 solid-oral
immediate release products, four extended releashipts and seven liquid products for $12.5 millidhis asset acquisition w
help the Company expand and diversify its prodinetsl over the next few years, help increase reveamdereduce the
Compan’s percentage of revenue derived from sales of unapd products




The Company's cash resources and forecasted caghffom operations are sufficient to enable thenBany to meet its operational nes
for the foreseeable future.

As part of the Merger, the Company acquired a Beewith Teva for a royalty stream related to a @etage of sales of a male testosteron:
gel that was developed initially by BioSante, ameintlicensed to Teva for late stage clinical dgwelent. The intangible asset related to the
Teva license was valued at $10.9 million in thechase accounting for the Merger and is being azeattover its estimated life of 11 years. In
addition, immediately prior to the Merger, the Canp distributed to its then current stockholdensticgent value rights (“CVRs”") providing

payment rights arising from a future sale, trandfeense or similar transaction(s) involving Lils® (female testosterone gel).
Products and Markets

Products

The Company's established product portfolio coasitboth branded and generic pharmaceuticalsydiro:

Generic Products Branded Products
Esterified Estrogen with Methyltestosterone Tablets Cortenem®
Fluvoxamine Maleate Tablets Reglan® Tablets

Hydrocortisone Enem
Metoclopramide Syrup
Opium Tincture

Esterified Estrogen with Methyltestosterone (“EENITS used to treat moderate to severe vasomotopteyns of menopause, such as hot
flashes and heart palpations that are not imprbyegstrogen medications alone. For the year enadeamber 31, 2013, EEMT comprised &
of the Company’s net sales, a substantial increasethe prior year wherein EEMT comprised only 82the Companys net sales. In the thi
quarter of 2013, a significant competitor stoppeatipcing EEMT, which led to a material increas¢hia Company’s market share for the
product and enabled the Company to significanttygase the price it charges for the product.

Fluvoxamine Maleate is usediteatobsessions and compulsions in patients with obsessimpulsive disorder. It is generally used when
the obsessions and compulsions in a patient imeevi&h the patient’s ability to function sociaiyyd occupationally.

Hydrocortisone Enema and its branded equivalente@emda® are used for the treatment of ulcerative colitpezially distal forms,
including ulcerative proctitis, ulcerative proctpsioiditis, and left-sided ulcerative colitis. Thegucts have also proved useful in some cases
involving the transverse and ascending colons.

Metoclopramide syrup and its branded equivalent&e®), in tablet form, are prescribed for periods ofrftutwelve weeks for heartburn
symptoms with gastroesophageal reflux disease (‘‘GERhen certain other treatments do not work. pheducts relieve daytime heartburn
and heartburn after meals and also help ulcetseiresophagus to heal. The products also relievetsyns of slow stomach emptying in people
with diabetes and help treat symptoms such as aausmiting, heartburn, feeling full long after @ah, and loss of appetite.

Opium Tincture is used is to treat severe diartheslowing the movement of the intestines and desing the number and frequency of
bowel movements.




Markets

In determining which products to pursue for devetept, the Company targets markets whose produetscanplex to manufacture and
therefore have higher barriers to entry. These atddctors provide opportunities for the Compangytsvth consistent with its competitive
strengths at the same time that they decreaseuthber of potential competitors in the markets. Ehasrkets currently include hormone and
steroidal drugs, oncolytics, and narcotics and derformulations, including extended release anulmioation products.

Hormone and Steroidal Drug

The market for hormone and steroidal dingkides hormone therapy to alleviate menopaugsapsyms in women, contraceptives,
testosterone replacement therapies for men, amapies for treating hormone-sensitive and otheceen

Hormone Therapy (“HT”) has been an accepted metlieatment for alleviating the symptoms of menopasiace the 1930s, with formal
FDA approval for that use granted in 1942. InitiaHT consisted of estrogen only, but has evoleeith¢lude combination therapies of
estrogen, progesterone and androgens. The Comaiaygtd niche products in the HT and steroidal petsdmarket for several reasons,
including:

. Hormone and steroid products are a core competasmyd on the Company’s manufacturing and produatidement teams'
long history of manufacturing these types of prdaduand
. The aging baby boom population, of which womene&spnt a majority, is expected to support contirgreevth in the HT
market.
Oncolytics

The Company is positioned to develop andufacture niche oncolytic (anti-cancer) drugs duthe capabilities of the Company's
containment facility and its expertise in manufaictg segregation. In particular, the Company igeting products subject to priority review
the FDA — those with no blocking patents and noegiercompetition. In addition to one such proddmady under development, the Company
has identified additional priority review opporttias in oncolytics.

Narcotics

The Company's main manufacturing facilityBiaudette, Minnesota is licensed by the DEA ferrfanufacture and distribution of
Schedule Il narcaotics, i.e., drugs considered i@lehigh abuse risk but that also have safe arepéed medical uses in the United States. In
addition to its existing pipeline of four ANDAs,glfCompany has identified additional product develept opportunities in this market.

Contract Manufacturing

The Company manufactures pharmaceutical productsefeeral branded and generic companies, whicloords production to the
Company in order to:

. Free-up internal resources to focus on sales amkietirag as well as research and development;
. Employ internal capacity to manufacture higher woduor more critical products; and
. Utilize the Company’s specialized equipment andeetige.

The Company considers contract manufacturing tarbenportant component of its ongoing businessefits highly specialized
manufacturing capabilities, the Company is focuseattracting niche contract manufacturing oppatiesithat fill idle capacity and offer hig
margins.




Manufacturing, Suppliers and Raw Materials

The Company requires a supply of quality raw matsgrincluding active pharmaceutical ingrediensR|”), and components to
manufacture and package its pharmaceutical produlct®rder to manufacture Opium Tincture, the @any must submit a request to the
DEA each year for a quota to purchase the amouAPd{opium) needed to manufacture the productHerfollowing year. Without an
approved quota from DEA, the Company would notlile & purchase this ingredient from its supplier.

The Company sources the raw materials for its prtsdistom both domestic and international supplibet the Company selects on the
basis of their quality, reliability of supply, afwhg-term financial stability. Generally, the Companyalifies only a single source of API for t
in each product due to the cost and time requivedlidate and qualify a second source of supply ghange by the Company in one of its
API suppliers must usually be approved throughiarPpproval Supplement by the FDA. Certain of tbempany’s API for its drug products,
including those that are marketed without appraMBds or ANDASs, such as EEMT, are sourced from in&ional suppliers. From time to
time the Company has experienced temporary dismgin the supply of certain of such imported AR do FDA inspections.

Government Regulation

The pharmaceutical industry is highly regulatedh®y federal government and the Company is suljeettiensive and complex regulati
including physical inspection of its facilities, der multiple federal statutes, which are subjecetasion from time to time. While the
Company has experience with these regulationse tteam be no assurance that the Company will betatflgly comply with all applicable
regulations.

Generic Pharmaceutical Products

Prescription pharmaceutical products in the UnS&ates are generally marketed as either brandgdnaric drugs. Branded products are
generally patent protected, which provides a peoiotharket exclusivity during which time they amdsby the developer of the product with
little or no competition for the compound, althoughically there are other products in the sameatheutic area.

All prescription pharmaceutical products, whetheariled or generic, must be approved by the FDAl. agplications for FDA approval
must contain information relating to product formtidn, raw material suppliers, stability, manufaictg processes, packaging, labeling and
quality control. Information to support the bioeeplence of generic drug products or the safetyedfettiveness of new drug products for their
intended use is also required to be submitted.éraer generally two types of applications usedhtaining FDA approval of new products:

New Drug Application (“NDA”)—An NDA is filed when approval is sought to markenewly developed branded product and, in
certain instances, for a new dosage form, a neivatglsystem or a new indication for a previoughpwved drug. The Company markets
its Cortenem& , generic Hydrocortisone Enema, Regfablets and generic Fluvoxamine tablets under apordDAS.




Abbreviated New Drug Application (“ANDAS-An ANDA is filed when approval is sought to marleegeneric equivalent of a drug
product previously approved under an NDA. The Campaarkets its Metoclopramide syrup under an apgilcdNDA. The Company h
submitted five ANDAs and had an additional severDX¥ in its pipeline as of December 31, 2013.

The ANDA development process is generally less-tmesuming and less complex than the NDA developmecess. It typically does
not require new preclinical and clinical studiescéuse it relies on the studies establishing safetyefficacy conducted for the reference
branded drug previously approved through the NDécpss. The ANDA process, however, typically recaioee or more bioequivalence
studies to show that the ANDA drug is bioequivalenthe previously approved referenced branded.drug

The Drug Price Competition and Patent Term Restoraict of 1984 (the “Hatch-Waxman Actprovides that generic drugs may enter
market after the approval of an ANDA, which reqgif&) that bioequivalence to the branded produddmonstrated through clinical studies,
and (2) either the expiration, invalidation or cincvention of any patents or the end of any othieweat market exclusivity periods related to
the reference branded drug.

Accordingly, generic products generally provideateseffective and cost-efficient alternative tenssof reference branded products.
Growth in the generic pharmaceutical industry hesnbdriven by the increased market acceptancenefrigedrugs, as well as the number of
branded drugs for which patent terms and/or otremket exclusivities have expired.

Generic products are generally introduced to thekatplace after the expiration of patent protecfimmthe branded product and after the
end of a period of non-patent market exclusivityatidition to patent exclusivity, the holder of thBA for the reference drug may be entitled
to a period of non-patent market exclusivity, dgrmhich the FDA cannot approve an application fgeaeric product. If the reference drug is
a new chemical entity (‘NCE"), the FDA may not agtan ANDA for a generic product for up to five yeéollowing approval of the NDA for
the NCE. If it is not an NCE, but the holder of tHBA conducted clinical trials essential to appilosfathe NDA or a supplement thereto, the
FDA may not approve an ANDA for the reference bexhgroduct before the expiration of three yearstalteother periods of exclusivity may
be available if the referenced drug is indicatedrfeatment of a rare disease or is studied forgec indications.

One requirement for FDA approval of NDAs and ANDAghat the Company's manufacturing proceduresopedations conform to FDA
requirements and guidelines, generally referreasttcGMP.” The requirements for FDA approval encasgall aspects of the production
process, including validation and recordkeeping,dfandards around which are continuously charaitigevolving. As a result, the Company
must consistently keep pace and comply with thbsages.

The Company'’s facilities, procedures, operatiord@ntesting of products are subject to periodgpaction by the FDA, the DEA and
other authorities. In addition, the FDA conducts-ppproval and post-approval reviews and plantdaspns to determine whether the
Company's systems and processes are in compliattte@MP and other FDA regulations. The Companyfspsiers are subject to similar
regulations and periodic inspections.

Controlled Substances

The DEA regulates certain drug products contaigioigtrolled substances, such as opium, which igrafgiant component of one of the
Company's current products, pursuant to the U.8tr8lted Substances Act (“CSA”). The CSA and DEAukations impose specific
requirements on manufacturers and other entiteshthndle these substances including registratimordkeeping, reporting, storage, security,
and distribution. Recordkeeping requirements ingladcounting for the amount of product receivedjufeectured, stored, and distributed.
Companies handling controlled substances alsoegugred to maintain adequate security and to reuapicious orders, thefts, and significant
losses. The DEA periodically inspects facilities fompliance with the CSA and its regulations. #a&ilto comply with current and future
regulations of the DEA could lead to a variety afigtions, including revocation or denial of reneafaDEA registrations, injunctions, or civil
or criminal penalties.




In addition, each year, the Company must subnegaest to the DEA for a quota to purchase the atrafiactive pharmaceutical
ingredient (opium) needed to manufacture Opium flirec Without an approved quota from DEA, the Comypaould not be able to purchase
this ingredient from its supplier. As a result, empany is dependent upon the DEA to approvehamaual basis, a quota of active
pharmaceutical ingredient that is sufficiently katg support the continued manufacture of OpiunttTire.

Unapproved Products

Two of the Company’s products, EEMT and Opium Timef are marketed without approved NDAs or ANDASe FDA's policy with
respect to the continued marketing of unapprovedywets appears in the FDA's September 2011 ConugliBiolicy Guide Sec. 440.100 titled
"Marketed New Drugs without Approved NDAs or ANDA&Inder this policy, the FDA has stated that ithfdllow a risk-based approach
with regard to enforcement against marketing ofopnaved products. The FDA evaluates whether tiateitenforcement action on a case-by-
case basis, but gives higher priority to enforcemaetion against products in certain categoriesh &s those with potential safety risks or that
lack evidence of effectiveness. While the Compaglieles that, so long as it complies with applieatlkanufacturing and labeling standards,
the FDA will not take action against it under therent enforcement policy, it can offer no assuesrtbat the FDA will continue this policy or
not take a contrary position with any individuabguct or group of products.

Medicaid/Medicare

Medicaid and Medicare, both United States fedegalth care programs, are major purchasers of pltauniaal products, including those
produced by the Company.

Medicaid is administered by the states and joifithded by the federal and state governmentsfodiss is on low income populations.
State drug coverage policies under Medicaid may s@nificantly state by state. The Patient Retieer and Affordable Care Act (“PPACA”),
as amended by the Health Care and Education armhBiéation Act of 2010, together known as the Aéfable Care Act ("ACA"), required
states to expand their Medicaid programs to indiaig up to 138 percent of the federal poverty leeegely funded by the federal government

Although the United States Supreme Court in 20atle the Medicaid expansion optional, many statesxpanding their Medicaid
programs. This expansion of Medicaid coverage mergase usage of pharmaceuticals.

On the other hand, the ACA also made changes taddiedaw that could negatively impact the Companip. particular, pharmaceutical
manufacturers must enter into rebate agreemerntsstégte Medicaid agencies, which require rebatesdan the drugs dispensed to Medicaid
beneficiaries. The ACA raised the rebate percestégeboth generic and branded pharmaceuticalsteféeJanuary 1, 2010. The required
rebate is currently 13 percent of the average naaturfer price for sales of Medicaid-reimbursed pitsl marketed under ANDAs. (Prior to
the ACA the percentage rebate had been 11 per&ale} of Medicaid-reimbursed products marketecuNdDAS require manufacturers to
rebate the greater of 23.1 percent (up from 15céeuet) of the average manufacturer price or thiedihce between the average manufacturer
price and the "best price" (as defined in the Maidistatute) during a specific period. The Compagljeves that federal and/or state
governments may continue to enact measures aimredwting the cost of drugs to the Medicaid program

Medicare is run entirely by the federal governmamd is largely focused on the elderly and disabl&the Medicare Modernization Act of
2003 (“MMA") created Medicare Part D to provide peeption drug coverage for Medicare beneficiar{gdedicare previously did not cover
prescription drugs.) The MMA has increased usdgsharmaceuticals, which is a trend that the Camggelieves will continue to benefit the
generic pharmaceutical industry. The ACA madeesahanges to Part D to make it easier for Medibaresficiaries to obtain drugs, such as
reducing coinsurance amounts. On the other thrdACA also required pharmaceutical companiesawige discounts to Medicare Part D
beneficiaries for the cost of branded prescriptiaings. Under the Medicare Coverage Gap DiscourgrBno authorized by the ACA, any
pharmaceutical product marketed under an NDA, digsas of whether the product is marketed as a 'fgghes subject to the discount
requirement. The Company's Hydrocortisone Enema-&intxamine Maleate products, while marketed a&ndgics," are actually the subject
of approved NDAs and, therefore, are subject tadikeount requirement. The Company benefits frondiRkre changes that have reduced
obstacles to drug usage. However, resulting satesases may be offset by existing and futurislative efforts to curb the cost of drugs to
the Medicare program.




Several of the Company’s products are covered bgidaéd and Medicare, and the reimbursement calomgtfor these rebates are
complex and subject to change. For Medicaidsdhmlculations may vary from state to statethdfCompany does not calculate its rebates
correctly or in alignment with state Medicaid pragns or as calculated by Medicare, the Company doeiklibject to federal or state false
claims litigation.

Research and Development

The Company develops new generic products througimdination of internal development and fee-fan®e arrangements with other
firms. Additionally, the Company licenses and cexeleps products through collaborations with ott@npanies as noted below. During the
years ended December 31, 2013 and 2012, the Corspasgarch and development expenses were $1i@mailid $1.2 million, respectivel

Sofgen Pharmaceutical

In August 2013, the Company entered into an agraemih Sofgen Pharmaceuticals (“Sofgen”) to depedn oral soft gel prescription
product indicated for cardiovascular health (theftf@n Agreement”). The product will be subject iANDA filing once developed. In
general, Sofgen will be responsible for the develdept, manufacturing and regulatory submission eftoduct, including preparation of the
ANDA, with the Company providing payments basedtmcompletion of certain milestones. Upon approSafgen will manufacture the dr
and the Company will be responsible for the manketind distribution, under the Company’s labethef product in the United States,
providing a percentage of profits from sales ofdheg to Sofgen.

Under the Sofgen Agreement, Sofgen will own alltights, title and interest in the product. Durthg term of the Agreement, both part
are prohibited from developing, manufacturing,ieglior distributing any product in the United Stateat is identical or bioequivalent to the
product covered under the Sofgen Agreement. ThgeBoAgreement may be terminated or amended und@ircepecified circumstances.

RiconPharma LLC

In July 2011, the Company entered into a collaligadrrangement with RiconPharma LLC (“RiconPharmb/hder the parties' master
product development and collaboration agreemeast“@@iconPharma Agreement”), the Company and Ricanf@h have agreed to collaborate
in a cost, asset and profit sharing arrangemerthiodevelopment, manufacturing, regulatory apdramd marketing of pharmaceutical
products in the United States.

In general, RiconPharma is responsible for devatpghie products and the Company is responsiblm&stufacturing, sales, marketing ¢
distribution of the products. The parties are jginesponsible for directing any bioequivalencedgts. The Company is responsible for
obtaining and maintaining all necessary regulagmprovals, including the preparation of all ANDASs.

Under the RiconPharma Agreement and unless othespiscified in an amendment, the parties will oguadly all the rights, title and
interest in the products. To the extent permittgdbplicable law, the Company will be identified thve product packaging as the manufacture
and distributor of the product. During the ternttod agreement, both parties are prohibited fronelb@ing, manufacturing, selling or
distributing any products that are identical ordgjoivalent to products covered under the RiconPaakgreement. The agreement may be
terminated or amended under certain specified wistances.
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Patents, Trademarks and Licenses

The Company owns the trademark names for eack bfainded products, Cortenefhand Reglar® . Generally, the branded
pharmaceutical business relies upon patent protetti ensure market exclusivity for the life of fetent. The Company does not own or
license any patents associated with these produatther, patent protection and market exclusifatythese two branded products have long-
since expired. Therefore, the Company considertrdgemark names to be of material value and aqtsatect these rights from infringement.
However, the Company's business is not dependemnt aipy single trademark. Trademark protection omeis in some countries as long as
used; in other countries, as long as registeredisRation is for fixed terms and may be reneweatkfmitely. The Company believes that sales
of its branded products have benefited and wilticore to benefit from the value of the product name

The Company has licensed the right to manufactuden@arket Fluvoxamine Maleate tablets, an authdrigneric version of LuvoX IR
from Jazz Pharmaceuticals, which in turn acquihedrights to LuvoX® IR from Solvay Pharmaceuticals, Inc. This licersaiaddition to a
manufacturing and supply agreement with Jazz Phaeutizals, under which the Company manufacturessapglies Jazz Pharmaceuticals'
requirements for Luvo® IR. Under the license agreement, Jazz Pharmacksutiaasferred responsibility for the related NIAthe Company.
The license agreement may be terminated by Jazz@bauticals if the Solvay license agreement initeated, if the Company breaches or
defaults in the performance or observance of angmah provisions of the agreement or the relatgaply agreement and such breach or de
is not cured within 60 days after written noticedseived, in the case of voluntary or involuntaankruptcy filings by/against the Company, if
the Company does not make royalty payments whenattue the event the Company receives an advardag letter from the FDA relating
to the NDA and is either not able to cure or prevédidence of a reasonable plan to cure withine8® af receipt by the Company of such
adverse finding letter, among other events. The @y may terminate the agreement with the condeldzz Pharmaceuticals, such consent
not to be unreasonably withheld.

Customers

The Company's customers purchase and distribut€dhgany's products. The Company's productsadaedy four major retail
pharmacy chains: Walgreens, CVS, RiteAid and WattMand are included in the source programs of foajor national wholesalers:
Cardinal, McKesson, AmerisourceBergen and MorrigkBon, which are also wholesale customers of thrapg@ay. In addition, the Company's
customers include national mail order houses, @finlyiAnda, ExpressScripts, and Omnicare, as wejrasp purchasing organizations.

In recent years, the wholesale distributor networkpharmaceutical products has been subject te@sing consolidation, which has
increased the concentration of the Companyholesale customers. In addition, the numbee@iilrmarket chains and, in particular, the nun
of independent drug stores and small chains, ha®dsed as retail consolidation has occurred,iatseasing the concentration of the
Company’s retail customers. As a result of thiadreoward consolidation, a smaller number of congmaach control a larger share of
pharmaceutical distribution channels. For the yeated December 31, 2013, approximately 55% of trafganys gross sales were attribute
to three key wholesalers: McKesson Corporatigi®(p, Cardinal Health, Inc. (18%), and Amerisourcefga Corporation (10%). In addition,
as noted below, the Company's customers alsoluistrihe Company's products. The loss of anfiedd customers, including in their role as
distributors, could have a material adverse effecthe Company’s business.

Consistent with industry practice, the Company taéis a return policy that allows customers tonefuroduct within a specified period
prior to and subsequent to the expiration date e@aly, product may be returned for a period beigigrsix months prior to its expiration date
to up to one year after its expiration date. Searidjement's Discussion and Analysis of Resultspef&ions and Financial Condition—
Critical Accounting Estimates" for a discussiortted Company's accruals for chargebacks, returmsptirer allowances.
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Sales, Marketing and Distribution
The Company sells and markets its products in thited States. The Company's products are distdhil@ugh the following channels:

. Wholesalers The Company has contracts with four major whdégsan the United States: Cardinal, McKesson,
AmerisourceBergen, and Morris Dickson, as well@eas to their respective retail source progri

. Retail Market Chains The Company conducts business with four majailrebains in the United States: Walgreens, CVS,
RiteAid, and We-Mart.

. Distributors and Mail Order Pharmacies The Company has contracts with several majoriligbrs and mail order pharmac
in the United States, including Anda, ExpressSsriphd Omnicare

. Hospital Market. The Company has contracts with group purchasiggrozations in the United States, such as Premiere
MedAssets, Minnesota Mu-State, and the Federal Supply Sched"FS<”).

Competition

The Company's target markets have more limited etitign due to complexities in formulation, actipharmaceutical ingredient sourci
materials handling and manufacturing, and regwatardles. Nevertheless, the Company competesnwitierous other pharmaceutical
companies, including large, global pharmaceutioahganies capable of addressing these complexitgsardles with respect to products that
the Company currently produces and products tlesinathe Company'’s pipeline. In addition, the Qamy’s products are subject to
competition from other generic substitutes and pmscription alternative therapies.

The Company’s branded pharmaceutical products ilyriace competition from generic substitutes aral/ continue to face competition
from generic substitutes in the future. For a ufiacturer to launch a generic substitute (includigghe Company, with respect to the generic
products that it develops and manufactures), theufiaaturer must apply to the FDA for an ANDA showihat the generic substitute is
therapeutically equivalent to the reference beandrug product. (See “Government Regulation.")

The primary means of competition among generic dnagufacturers are pricing and contract terms,isetevels, and supplier reliability.
In addition, generic drug manufacturers competget on brand recognition and customer loyaltyelkas the manufacturer's ability to
produce other formulations that may complememtiter generic products. To compete effectively,Gloenpany seeks to consistently produce
high-quality, reliable, and effective productst also establishes active working relationshipsiweiich of its customers, continually gathers
important market information in order to respondcassfully to requests for proposals, maintaingcsefit inventories to assure high service
levels, and works to reduce product costs by sogrand qualifying alternative suppliers whenevessigle and rebidding product components
on a routine basis.

The Company's sales can be impacted by new sttidiesdicate that a competitor's product has gresfficacy for treating a disease or
particular form of a disease than one of the Comgaaroducts. If competitors introduce new prodaatd processes with therapeutic or cost
advantages, the Company'’s products can be subjgcbgressive price reductions and/or decreasednabf sales.

Principal competitors for the types of drugs in ethihe Company transacts business are as follows:

Hormones and SteroidsCompetition for hormone and steroidal drugs istkieh because of the small number of plants in thi¢dd States

capable of safely manufacturing these higitency compounds. Current generic participantoimone and steroidal drugs include Creekw
Pharmaceuticals, Endo Pharmaceuticals, GlenmannRitauticals, Watson Pharmaceuticals, and TevarRitauticals USA.
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Oncolytics. Competitors for oncolytic products include both-tter generic pharmaceutical companies as wealia®e players. Current
market participants include Mylan, Par Pharmacalttompanies, Sandoz, the generic pharmaceuticassoth of Novartis AG, Watson
Pharmaceuticals, and Teva Pharmaceuticals USA.

Narcotics. Although market share in narcotic products is emiated among two principal companies, i.e., Paiffluarma and
Mallinckrodt, several other companies with mateniarket share in specific product categories witfarcotics include Lannett, Endo
Pharmaceuticals, Roxane Laboratories, and Watsamiteuticals.

Generic Industry Trends

In recent years, the generic drug industry hasmepeed significant consolidation, particularlyastablished distribution channels and
amongst generic drug manufacturers and competitors.

The wholesale distributor network for pharmaceutcaducts has been subject to increasing cong@itavhich has increased the
concentration of the Company’s wholesale customeraddition, the number of retail market chaind,dan particular, the number of
independent drug stores and small chains, hasaksdas retail consolidation has occurred, alseasing the concentration of the Company’
retail customers. As a result of this trend towesdsolidation, a smaller number of companies eactral a larger share of pharmaceutical
distribution channels.

In addition, consolidation amongst generic pharratical companies has created opportunities whem thie fewer competitors. Howev
as competitors grow larger through consolidationda their resources. Larger competitors may be tbhggressively decrease prices in orde
to gain market share on certain products and mag resources that would allow them to more aggrelsmarket their products to potential
customers.

Product Liability

Product liability litigation represents an inhereisk to all firms in the pharmaceutical industihne Company utilizes traditional thigkrty
insurance policies with regard to its product liépiclaims. Such insurance coverage at any give reflects market conditions, including ¢
and availability, existing at the time the poligpiritten, and the decision to obtain commercialilance coverage or to self-insure varies
accordingly.

In February 2009, the FDA mandated a "black boxthivey for the drug metoclopramide, specifically ilighting the risks of patients
developing tardive dyskinesia, a movement disondben taking metoclopramide for longer than 12 vgedls a result, numerous state-level
lawsuits were brought against pharmaceutical manwifars, both branded and generic, that had eveufaetured and/or sold metocloprami
Among the defendants is the Company, which manuifastthe generic version and since 2011 has beerofatduring the branded version
under the name Regl&h The plaintiffs in these lawsuits claim to havedrred bodily injuries as a result of ingestiomudtoclopramide or
Reglan® prior to the FDA's black box warning requiremertieTallegations involve a failure, based on varistase-level consumer protection
laws, to adequately warn patients and doctors aheutisks of using metoclopramide for longer th@nveeks as evidenced by the FDA's
mandate to strengthen the labeled warning.

As the state-level litigation progressed, the giergnarmaceutical defendants appealed to the Uyse®e Court arguing that generic
companies could not comply with state laws thatiregl them to strengthen their labels because geo@mpanies are prohibited by federal
law from making any changes except those adoptétéiprand or mandated by FDA for all manufactyrerg. federal pre-emption. The U.S.
Supreme Court decided in favor of the generic canigsin June 2011 in what is known now as the Mandiecision. While many cases have
since been dismissed by state courts, several gudgguding in Pennsylvania and California, halleveed the plaintiffs to resubmit their
complaints.
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At the present time, the Company's managementaiblario assess the likely outcome of the remaioasges. The Company's insurance
company has assumed the defense of this mattaddition, the Company's insurance company renel@€bmpany's product liability
insurance on September 1, 2012 and 2013 with alesekelusions for claims related to Regfand metoclopramide. The Company cannot
provide assurances that the outcome of these mattkmot have an adverse effect on its businesss)lts of operations, financial condition ¢
cash flow. Furthermore, like all pharmaceutical ofanturers, the Company in the future may be expes®ther product liability claims,
which could harm its business, results of operatifinancial condition and cash flow.

Backlog

The Company had a backlog of $2.1 million and $Rillion at December 31, 2013 and 2012, respectjueliating to contract
manufacturing purchase orders from customers.

Employees

As of December 31, 2013, the Company's workforckugred 81 fulltime employees, including 39 salaried employeed,aaftexible direc
labor pool of 23 experienced pharmaceutical marufagy and packaging staff. Of the 81 full-time dayges, 53 are in selling, general and
administrative, 23 in production and five in resteand development.
Seasonality of Business

The Company does not believe its business is sufgjeseasonality. However, the Company's businasde subject to and affected by

the business practices of our business partnerthelextent that the availability of inventory oatarials from or development practices of our
partners is seasonal, the Company's sales maybprsto fluctuations quarter to quarter or yeagroyear.
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ltem 1A. Risk Factors

The following are significant factors known to tBempany that could materially harm its businessritial condition or operating results
or could cause its actual results to differ matigrfaom its anticipated results or other expeatas, including those expressed in any forward-
looking statement made in this report. The riskscdbed are not the only risks facing the Compamditional risks and uncertainties not
currently known to management, or that managemamnéwtly deems to be immaterial, also may adveratgct the Company’s business,
financial condition and/or operating results. Ifani these risks actually occur, the Company'srrss, financial condition and operating ret
could suffer significantly. As a result, the margeice of our common stock could decline and inmesstould lose all or part of their
investment.

The Company has a history of losses and negativehddow and cannot offer any assurances that it M@lver achieve profitability.

The Company has not been profitable until this ylkeas an accumulated deficit of $48.5 million aPetember 31, 2013, and has not
generated positive cash flows from operations. ffdgle the gap between revenues and operating gidlcaceds, the Company has been
dependent on a variety of financing sources, irolythe issuance of equity securities and convertibtes, and revolving lines of credit.

The Company cannot predict whether it will achieugstain or increase profitability on a quartemyaonual basis in the future. If revenues
grow more slowly than anticipated, or if operatexgenses exceed the Company’s expectations or tharauljusted accordingly, then the
Company’s business, results of operations, findiwoiadition and cash flows will be materially ardivarsely affected.

Due to a recent and significant decrease in competi for Esterified Estrogen with Methyltestosterertablets (‘EEMT”), which the
Company cannot be certain will continue, the Compasirevenue and operating income has increased dagigally since the third quarter
of 2013. If the Company experienced increased cotitjpa for the product, it could lose market sharbe forced to lower prices, or both, a
of which could have a material adverse effect os litusiness, financial position and results of optomas.

The Company's sales of EEMT, which are sold wittesuaipproved NDA or ANDA, accounted for approxinha®3% of net revenues, b
only approximately 24% of cost of sales duringykear ended December 31, 2013. Currently, the Coynfzenes no significant competition for
its EEMT product because, in the third quarter@f®, a significant competitor stopped producing BENMhis has led to a material increase in
the Company’s market share for the product andledahe Company to significantly increase the writeharges for the product. As a result
of the Company’s price increases, the market sizéhe product has also increased significanthictvicould in turn increase the likelihood of
the prior competitor re-entering the market. If fhir competitor or any third party is able to sessfully produce, market and distribute a
product competitive with EEMT, the Company's s@eEEMT could decrease, potentially materially,mdt corresponding reduction in
revenues, which would have a material, adverse éimpaithe Company's business, financial conditiash flows and stock price.

In addition, as described below, the Company &HMT without an approved NDA or ANDA and can pravido assurances that the F
will not require the Company to seek approval far product or withdraw it from the market. If thBA required the Company obtain an
approved NDA or ANDA in order to sell EEMT, the Cpamy's business, financial condition, cash flows stock price would be materially
and adversely impacted. The costs of and timelvwed in obtaining an approved NDA or ANDA would &ignificant and the Company may
determine not to pursue such approvals. Unles€timpany were successful in increasing saleshef @roducts to replace any revenue lost
from the sale of its EEMT product, whether duedmpetition, FDA actions or otherwise, its businasd stock price would be materially
harmed, potentially for the long term. Becausehefincrease in revenue related to sales of thiduatothe percentage of the Company’s net
revenues related to EEMT increased to 33% from &thle years ended December 31, 2013 and 201 Zatbagly.
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Certain of the Company’s generic products are matee without approved New Drug Applications (“NDAsYr Abbreviated New Drug
Applications fANDAs") and the Company can offer no assurancesattthe U.S. Food and Drug Administration (“FDA”) wi not require
the Company to either seek approval for these pradior withdraw them from the market. In either oasthe Company’s business, financial
position and results of operations could be matdisiaadversely affectec

Two of the Company’s products, EEMT and Opium Timef are marketed without approved NDAs or ANDAa&riBg the years ended
December 31, 2013 and 2012, net revenues for EEBYE 83% and 9% of total revenue, respectively atdevenues from Opium Tincture
were 16% and 20% of total revenue, respectively.

The FDA's policy with respect to the continued nedirkg of unapproved products appears in the FDAfeSnber 2011 Compliance Pol
Guide Sec. 440.100 titled "Marketed New Drugs with&pproved NDAs or ANDAs." Under this policy, tR@A has stated that it will follow
a riskbased approach with regard to enforcement agaiatating of unapproved products. The FDA evaluatesther to initiate enforceme
action on a case-by-case basis, but gives higlanitgrto enforcement action against products irtaia categories, such as those with potentiz
safety risks or that lack evidence of effectiven&ghile the Company believes that, so long asritgies with applicable manufacturing and
labeling standards, the FDA will not take actiomiagt it under the current enforcement policy aih ©ffer no assurances that the FDA will
continue this policy or not take a contrary positwith any individual product or group of products.

In October 2012, the Company received a telephalieerjuesting a meeting with the FDA represengatifrom the Minneapolis district
the FDA to discuss continued manufacturing andidigion of Opium Tincture, which is an unapproy@dduct. That meeting was held on
October 25, 2012 by conference telephone call acldded FDA representatives from the Office of Cbamze at the Center for Drug
Evaluation and Research. Counsel to the Compartyadetter to the FDA on November 9, 2012 in suppbthe Company’s position.
Although the FDA confirmed receipt of this lettdre Company has received no further response fnenrDA. If, as a result of such
discussions or otherwise, the FDA were to maketerdenation that the Company could not continuselb Opium Tincture as an unapproved
product, the Company would be required to seek Epproval for such product or withdraw such produmin the market. If the Company
determined to withdraw the product from the maritet, Companys net revenues for generic pharmaceutical produectsd decline materially
and if the Company decided to seek FDA approvalpitld face increased expenses and might needsperd sales of the product until such
approval is obtained, and there are no assurahaethe Company would receive such approval.

In addition, the Company manufactures a group oflpcts on behalf of a contract manufacturing custoamd receives royalties on the
customer’s sales of products, which are marketeithétycustomer without an FDA-approved NDA. If fi2A took enforcement action against
such customer, the customer may be required tofsBékapproval for the group of products or withdrénem from the market, which could
materially adversely affect the Company’s contraahufacturing and royalty revenues. The Compargrdract manufacturing revenues from
this group of unapproved products for the yearsedridecember 31, 2013 and 2012 were 6.5% and 6.88tabirevenues, respectively. The
Company’s royalties on the net sales of these uapd products for the years ended December 313 206d 2012 were 1.1% and 1.4% of
total revenues, respectively.

The Company is entirely dependent on periodic apmioby the Drug Enforcement Administration for theupply of the active
pharmaceutical ingredient needed to make Opium Ttiure and inability to obtain such approval would dece or eliminate revenues froi
the sale of Opium Tincture. In addition, the Compgiis subject to strict regulation by the Drug Enfogment Administration and is subject
to sanctions if it is unable to comply with relatedgulatory requirements.

The Drug Enforcement Administration (“DEA”) regudatcertain drug products containing controlled tarfzes, such as opium, pursuant
to the U.S. Controlled Substances Act (“CSA”"). TWA and DEA regulations impose specific requirerm@m manufacturers and other
entities that handle these substances includingtration, recordkeeping, reporting, storage, sgcand distribution. Recordkeeping
requirements include accounting for the amountrofipct received, manufactured, stored and dis&