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Statement on Residual Solvents in Cell Culture Media

No: QS-23-013
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To whom it may concern:
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This statement is to address concerns regarding residual solvents in cell culture media as
classified in International Conference on Harmonization (ICH) Guideline for Residual Solvents
Q3C. CelluPro does not manufacture finished drugs but understands that cell culture media may be
used in the manufacture of finished drugs and drug products.
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It is hereby stated that based on our knowledge of the raw materials used to produce this product,
and information from suppliers, none of the class 1, class 2, and class 3 residual solvents are
expected to be used in the manufacture process of CelluPro cell culture media.
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