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STD

ODA450-A620 AVG
(ng/mL)

0 0.066 0.069 0.067 0.067

1 0.073 0.071 0.071 0.072

3 0.085 0.082 0.083 0.083

DDA < 450nm-620nm)

9 0.121 0.120 0.119 0.120

27 0.232 0.235 0.230 0.232

* 50 100 150 200 50
SKEE (ng/mL)

81 0.566 0.553 0.566 0.562

243 1.489 1.525 1.460 1.492
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® [CH Q2 (R2) Validation of Analytical Procedures

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