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Code No. SF505-2 
Lot No.  

CERTIFICATE OF ANALYSIS 
DEPLETED SERUM 

 
IgG, IgA, IgM, IgE, IgD Depleted Serum   

 
 

 
 

 
RECEIVER INFORMATION 
Expiry Date  
Manufacturing date  
Storage Temperature Store below -15oC. 
 
Storage Notes Avoid freeze thaw cycles. 
Shipping Notes Dry ice recommended. 
 
 
 
PRODUCT INFORMATION 
Source Normal human serum, off the clot. 
  
Presentation Single homogenous batch, Immunoglobulin depleted and dialysed 

into 10mM HEPES, pH 7.5 containing 0.15M NaCl, filtered through 
0.2µm membrane. 

 
Recovery In order to meet our customer needs, it should be noted that there 

is normally a dispensing overage allowance and the product 
recovery may, therefore, be greater than expected. 

  
 
HEALTH AND SAFETY 
Application For Research and Manufacturing Only. 
 
Infectious Disease Tests   

Starting material donor tested using 
FDA/CE approved tests for:  

Result 

HIV 1 & 2 antibodies  
Hepatitis B Surface Antigen  
Hepatitis C virus antibodies  

 
Precaution No test can guarantee the absence of an infectious agent. Please 

handle as potentially hazardous. 
 

Material Safety  For further information and technical details, please download a 
Safety Data Sheet at www.bbisolutions.com or contact your BBI 
Account Manager. 

http://www.bbisolutions.com/
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ANALYSIS 
 
 
 
IgG level 
Immunoassay, determined 
by Roche Cobas                                       
 

          ≤5 g/L g/L 

IgA level  
Immunoassay, determined 
by Roche Cobas 
 

         ≤0.4 g/L g/L 

IgM level  
Immunoassay, determined 
by Roche Cobas 
 

         ≤0.2 g/L 
 
 

g/L 
 
 

IgE level  
Immunoassay, determined 
by Roche E Modular 
 

         ≤5 IU/ml 
 

IU/ml 
 

IgD level  
Immunoassay, determined 
by Nephelometry 
 

        ≤20 U/ml U/ml 

Bioburden         <10 CFU/ml Pass/Fail 

  
   
    
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
     
 

Name:  Position:  
 

Signed:  Date:  

 

ANALYTE                                             SPECIFICATION                                RESULTS         


