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Business and regulatory environment of biopharmaceuticals and biosimilars in Latin America
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he biopharmaceutical industry is at the forefront in the fight against complex diseases such as cancer, rheumatoid arthritis,

diabetes,and neurodegenerative disorders. Not only does it represent a promising alternative to chemically synthesized small
molecules, but also a rapidly growing business sector. Biopharmaceutical sales in seven emerging markets, including Mexico
and Brazil, are expected to nearly triple from $5.3 billion USD in 2010 to $13.5 billion in 2015. Moreover, patent expirations
represent a huge opportunity for the development and commercialization of biosimilars. Latin American countries have shown
important progress in the development and establishment of clear regulations for biopharmaceuticals and biosimilars. Mexico
and Brazil have already established regulations based on international standards as well as local requirements; while Argentina,
Chile, Panama, Costa Rica, Guatemala and Peru follow WHO and EMA guidelines. Therefore, some companies have already
commercialized up to 170 biopharmaceuticals and biosimilars of rituximab and etanercept, in these countries. The purpose of
this speech is to review the regulatory environment in Latin America and to analyze the business opportunities and trends of
the biopharmaceutical industryin this region.
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