USP General Chapters supporting Protein Therapy Development and Manufacturing

USP-NF Documentary Standards

Related USP Reference Standards

<124> Erythropoietin Bioassays

(USP catalog #)
Erythropoietin for Bioassays

<126> Somatropin Bioidentity Tests

Somatropin

<129> Analytical Procedures for Recombinant
Therapeutic Monoclonal Antibodies

Monoclonal IgG System Suitability
N-Acetylneuraminic Acid
N-Glycolylneuraminic Acid

<165> Prekallikrein Activator

Prekallikrein Activator

<210> Monosaccharide Analysis

N-Acetylneuraminic Acid
N-Glycolylneuraminic Acid

<212> Oligosaccharide Analysis

Oligosaccharide System Suitability Mixtures:
A/B/C/D

<507> Protein Determination Procedures

BSA for Protein Quantitation

<509> Residual DNA Testing

CHO Genomic DNA
E. Coli Genomic DNA

<1025> Pancreatin

Bile Salts



https://doi.usp.org/USPNF/USPNF_M3548_01_01.html
https://store.usp.org/product/1248200
https://doi.usp.org/USPNF/USPNF_M3769_01_01.html
https://store.usp.org/product/1615708
https://doi.usp.org/USPNF/USPNF_M6297_02_01.html
https://doi.usp.org/USPNF/USPNF_M6297_02_01.html
https://store.usp.org/product/1445550
https://store.usp.org/product/1612619
https://store.usp.org/product/1294284
https://doi.usp.org/USPNF/USPNF_M3969_01_01.html
https://store.usp.org/product/1559709
https://doi.usp.org/USPNF/USPNF_M5878_07_01.html
https://store.usp.org/product/1612619
https://store.usp.org/product/1294284
https://doi.usp.org/USPNF/USPNF_M5879_03_01.html
https://store.usp.org/product/1478210
https://store.usp.org/product/1478221
https://store.usp.org/product/1478232
https://store.usp.org/product/1478243
https://doi.usp.org/USPNF/USPNF_M7147_03_01.html
https://store.usp.org/product/1076192
https://doi.usp.org/USPNF/USPNF_M7146_02_01.html
https://store.usp.org/product/1130710
https://store.usp.org/product/1231557
https://doi.usp.org/USPNF/USPNF_M8285_01_01.html
https://store.usp.org/product/1071304

