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 ABOUT THE PRESENTATION: The authors have developed this paper to: provide a map to determine the level of knowledge
on the topic of biosimilars in Mexico and to show the confusion this has created. to help clarify this situation and to map the

way ahead. What is a biosimilar? Because biopharmaceuticals are biological products that share the same structure and
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therapeutic activity as an existing reference product and because these medicines are produced with recombinant DNA
technology, they are classified as biologic products. These medicines are named bio-nanoparticle medicines, biosimilar

medicines, and biosimilars. They have been and continue to be used as a treatment of various chronic diseases and conditions,
such as diabetes, cancer, and rheumatoid arthritis. The appearance of biosimilars was an expected step in this industry, but it

was not necessarily welcomed by all. There are various opinions on how this is going to be applied and the implications for the
local industry. The experience of the U.S. and Europe makes it clear that the experience and common ground for the transition
of the FDA approval of these new medicines is still evolving, and there is no similar regulatory system in Mexico. This, in turn,

has generated confusion, as regulators are trying to implement rules that apply to the biosimilar/generic registration and approval
process for generic medicines, which was developed and designed to oversee the approval of reference medicines, and not

biosimilar medicines. Thus, one can question the effectiveness of the regulatory system when dealing with an ongoing regulatory
challenge. Biosimilars are medicines that are highly similar to or completely identical to the reference product, thus the product
should have the same efficacy, safety, and quality. What is the difference between generic and biologic medicines? Biologics

are classified by the FDA as biological products because of their origin. They are also known as protein products,
biopharmaceuticals, and biotechnology products, and they are manufactured using genetic engineering techniques.

The production of biological products is a major use of recombinant DNA technology (rDNA). There are four types of
biologics: monoclonal antibodies, vaccines, blood-derived products, and recombinant DNA (rDNA) produced biological

products. Monoclonal antibodies are developed and engineered from a source called hybridoma cells; they are antigen-specific
biological products and have 520fdb1ae7
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