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DEVELOPMENT OF A STABLE BIOPHARMACEUTICAL FORMULATION FOR A
BIOSIMILAR MONOCLONAL ANTIBODY OF aHER2

Hernandez Y.S., Fernandez O., Sanchez M., Santo Tomas J. F., De la Luz K. R.
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Resumen:

The development of pharmaceutical formulations of monoclonal antibodies is very important in order to achieve effective
and safe drugs. Many research groups have focused on using different screening strategies to design and optimize the
formulation for each antibody under study. Within the excipients used during the formulation screening are carbohydrates,
salts, surfactants and amino acids. In the present work, one biosimilar monoclonal antibody of anti-Her2 was used. This
antibody is used for the treatment of breast cancer type Her2 positive. For the characterization of these formulations were
used methods such as DLS, SEC-HPLC, UV spectrophotometry, among others. The effectiveness of the stepwise screening
methodology to select the best formulation variants was demonstrated. In addition, the presence of excipients as
carbohydrates improves the stability of the formulation unlike the presence of sodium chloride.
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