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CERTIFICATE OF ANALYSIS 
QUALITY CONTROL RELEASE 

 

 
 
Product:   QSure® Tumor Marker Control  
Item #: TMC-300 
Lot #:    TMCAC1D4 
Expiration Date: 2027-04-03 
 
 
Bleed testing:   Each unit of plasma used in this pool was tested per below by FDA approved 

reagent tests. 
 

Test Specification Results 
HIV-I/II Non-Reactive @ Donor Level Non-Reactive @ Donor Level 
HIV-Ag Non-Reactive @ Donor Level Non-Reactive @ Donor Level 
HBsAg Non-Reactive @ Donor Level Non-Reactive @ Donor Level 
HCV Non-Reactive @ Donor Level Non-Reactive @ Donor Level 
RPR Non-Reactive @ Donor Level Non-Reactive @ Donor Level 

 
Performance testing: Each level of product tested per below. 
 

Level A 
Test Specification Results Actions 

pH @ 25C (pH Meter) 6.75 - 8.15 7.7 Pass 
Optical Density @ 700nm 

(Beckman Spectrophotometer) 
< 2.0 0.012nm Pass 

 

 
Level B 

Test Specification Results Actions 
pH @ 25C (pH Meter) 7.00 -7.70 7.52 Pass 

Optical Density @ 700nm 
(Beckman Spectrophotometer) 

< 2.0 0.078nm Pass 

 

 
Level C 

Test Specification Results Actions 
pH @ 25C (pH Meter) 7.00 -7.70 7.48 Pass 

Optical Density @ 700nm 
(Beckman Spectrophotometer) 

< 2.0 0.049nm Pass 

 
 
QC Ref: QCR- TMC-300-24-00                                               Date: 2024-04-03 
 

QC Approval:                                                    Janet M Varona 
                                                                                     Quality Control Supervisor 

Monobind Inc.  
100 North Pointe Drive  
Lake Forest, California 92630 USA 


