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CERTIFICATE OF ANALYSIS 

Cat No:  BXC0312B 

Lot No:  161664 

Manufactured: 2016/07 

Expiry:   2019/04 

Product:  Human Assayed Control Elevated 

 

PARAMETER QUALITY ASSURANCE 

Appearance Lyophilised White fluffy lyophilised plug 

Appearance after reconstitution Slightly turbid solution 

Appearance after 6 hours of manufacturing 
@ 25oC – open tube 

Maintains conformity 

Moisture Content <1.0% 

Bio-burden <5 CFU/ml 

 

HOMOGENEITY QUALITY ASSURANCE (CV <10%) 

Alkaline Phosphatase across 30 bottles 1.22 % CV 

ALT across 30 bottles 1.42 % CV 

AST across 30 bottles 0.66 % CV 

Gamma GT 1.22 % CV 

Albumin 0.94 % CV 

Calcium 2.13 % CV 

Total Cholesterol 1.22 % CV 

 

This product was produced according to ISO 13485 guidelines. 

 

QC PASS/FAIL: PASS    Signed: Catherine Caskey  Date: 2016/07 
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