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Regulation

Product regulation requires, a
palance between protecting
public health through an
extensive evaluation of a
particular product and
promoting public health by
making needed products
available  without undue
delay.
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Latin America — Drug Exports

Under-served patient population of more than 500
million

Market worth about USD 41 billion

Growth rate 8.5% every year

Growth in Prescription Drugs sales 12.7% to USD

33.6 bn
Expected to grow to USD 63 billion by 2012
Mexico USD 14.1 bn
Brazil - USD 13.6 bn
Argentina - USD 4.7 bn
Venezuela - USD 4.0 bn
Colombia - USD 1.8 bn
Chile - USD 1.5 bn

Peru - USD 1.0 bn
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Latin American Markets

Brazil, Mexico, Venezuela , Ecuador and Colombia
are some of the major pharmaceutical markets

Brazil and Mexico considered Regulated Markets
ANVISA : Stringent norms comparable to USFDA

Brazil : As per ANVISA’s norms ,CROs used for BE
studies have to be approved and certified by the
Brazilian authority. For BE studies, innovator product
manufactured in Brazil has to be used for comparison
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