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Code no.  SH252-9 
Lot no.    

CERTIFICATE OF ANALYSIS 
DISEASE STATE PLASMA / SERUM 

 

Synthetic Rubella IgM Serum 
 
 

 
 
 

RECEIVER INFORMATION 

Expiry Date  
Manufacture Date    
Storage Temperature Below -15°C 
 
Storage Notes Avoid repeat freeze thaw cycles. 
Shipping Notes Dry ice recommended. 
 
PRODUCT INFORMATION 

Source Serum from delipidated, defibrinated human plasma  
 formulated with Rubella IgM 

Presentation Rubella IgM antibody, derived from human lymphocytes naturally 
secreting antibodies. Manufactured in cell culture, formulated in a 
delipidated, defibrinated serum matrix. 

 
HEALTH AND SAFETY 

Application For Research and Manufacturing Only 

Infectious Disease Tests  

Material tested using FDA approved 
tests for:  

Result 

HIV 1 & 2 antibodies  

HIV NAT  

Hepatitis B Surface Antigen  

HBV NAT  

Hepatitis C virus antibodies  

HCV NAT  

Syphilis (STS)  

 
 
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 

 

     Parameter                 Specification                                        Result 

  

Rubella IgM                   >8 S/CO INDEX                                          S/CO INDEX 

Rubella IgG                  <10 IU/ml                                                             IU/ml 

Total Protein                  >40 g/L                                                                g/L 

          Bioburden                  <10 CFU/ml                                                         CFU/ml 

  

 
 

Assay Method: Rubella IgM: CMIA, Abbott Architect 
   Rubella IgG: Roche Modular 
   Total Protein: Roche Modular 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

Reviewed by:  Position: 
 

 

Signed:  Date: 
 


