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® FDA. Bioanalytical Method Validation

® [CH Q2 (R2) Validation of Analytical Procedures

® USP<1132> Residual Host Cell Protein Measurement in Biopharmaceuticals

® USP<1103> Immumological Test Methods-Enzyme-Linked Immunosorbent Assay

(ELISA)

® Ph.Eur. <2.6.34> Host-Cell Protein Assays

® JP<G3-9-172> Host Cell Protein Assay
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