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FIELDS OF  
TESTING 

MATERIAL/ 
MATRIX 

DETERMINANT(S)/ 
ANALYTE(S) 

METHOD  
REFERENCE 

Chemical 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Injectables (Vials, 
Pre-filled syringe) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Osmolality (Osmometer) USP <785> 

EP 2.2.35 

Protein Concentration (UV) MSP-MSBIO-QC-MOA-0006 
MSP-MSBIO-QC-MOA-0008 
MSP-MSBIO-QC-MOA-0010 
MSP-MSBIO-QC-MOA-0011 
MSP-MSBIO-QC-MOA-0012 

Polysorbate 20 
Concentration (HPLC-CAD) 

MSP-MSBIO-QC-MOA-0006 
MSP-MSBIO-QC-MOA-0008 
MSP-MSBIO-QC-MOA-0010 
MSP-MSBIO-QC-MOA-0011 
MSP-MSBIO-QC-MOA-0012 

Size Exclusion 
Chromatography 
(HPLC/UPLC) 

MSP-MSBIO-QC-MOA-0006 
MSP-MSBIO-QC-MOA-0008 
MSP-MSBIO-QC-MOA-0010 
MSP-MSBIO-QC-MOA-0011 
MSP-MSBIO-QC-MOA-0012 

Purity by Capillary 
Electrophoresis (CE) 

MSP-MSBIO-QC-MOA-0006 
MSP-MSBIO-QC-MOA-0008 
MSP-MSBIO-QC-MOA-0010 
MSP-MSBIO-QC-MOA-0011 
MSP-MSBIO-QC-MOA-0012 

Purity by Ion Exchange 
Chromatography (HPLC) 

MSP-MSBIO-QC-MOA-0006 
MSP-MSBIO-QC-MOA-0008 

Isoaspartic Acid Residue 
Determination (HPLC) 

MSP-MSBIO-QC-MOA-0010 

Imaged capillary isoelectric 
focusing (iCE) analysis 

MSP-MSBIO-QC-MOA-0010 
MSP-MSBIO-QC-MOA-0011 
MSP-MSBIO-QC-MOA-0012 

Peptide Mapping (HPLC) MSP-MSBIO-QC-MOA-0006 
MSP-MSBIO-QC-MOA-0008 
MSP-MSBIO-QC-MOA-0010 
MSP-MSBIO-QC-MOA-0011 
MSP-MSBIO-QC-MOA-0012 
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FIELDS OF  
TESTING 

MATERIAL/ 
MATRIX 

DETERMINANT(S)/ 
ANALYTE(S) 

METHOD  
REFERENCE 

Chemical 
(cont’d.) 
 
 

Injectables (Vials, 
Pre-filled syringe) 
(cont’d.) Biological Potency Assay 

MSP-MSBIO-QC-MOA-0006 
MSP-MSBIO-QC-MOA-0008 
MSP-MSBIO-QC-MOA-0010 
MSP-MSBIO-QC-MOA-0011 
MSP-MSBIO-QC-MOA-0012 

Sterility Test USP <71>  

Sub-Visible Particle count 
MSP-MSBIO-ML-SOP-0009 
(Based on USP, EP Methods) 

Bacterial Endotoxin Test USP <85> 

 


