
Page 94 

2nd International Conference and Exhibition on

Biowaivers & Biosimilars
September 23-25, 2013   Hilton Raleigh-Durham Airport at RTP, NC, USA

Volume 5 Issue 4J Bioanal Biomed 2013
ISSN: 1948-593X, JBABM an open access journal

Biosimilars-2013
September 23-25, 2013

Cell culture process development of a biosimilar monoclonal antibody-Case study
Bala Reddy
Hetero Drugs Ltd., India

Biosimilars are biologic medicinal products whose active drug substance are made by a living organism or derived from 
a living organism by means of recombinant DNA or controlled gene expression methods. Biologics such as recombinant 

proteins, fusion proteins and monoclonal antibodies are much more complex than small molecule pharmaceutical drugs. Due to 
this complexity, quality and consistency of the biologic product are dependent on manufacturing process (“process is product”). 
Galactose, fucose and mannose content of monoclonal antibodies are critical quality attributes while demonstrating biosimilarity. 
Present case study is about cell culture process development a biosimilar monoclonal antibody with respect optimizing galactose, 
fucose and mannose content.
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