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Platform Manufacturing

The development of processes used for the production of
monoclonal antibodies very much depends on the
manufacturer's knowledge of the product and manufacturing
process.

Some manufacturers have gained considerable experience Iin
the production of monoclonal antibodies, and have developed
a production strategy based on similar manufacturing
processes (I.e. using a predefined host cell, cell culture and
purification process). This approach is often referred to as
“platform manufacturing”.

GUIDELINE ON DEVELOPMENT, PRODUCTION, CHARACTERISATION AND SPECIFICATIONS FOR
MONOCLONAL ANTIBODIES AND RELATED PRODUCTS (EMEA/CHMP/BWP/157653/2007) .
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