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DETAIL OF ACCREDITATION 
 

 
Materials/Products tested 

 
Type of test/Properties 

measured/Range of measurement 

 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY FLUIDS Biochemistry examination  

activities for the purpose of  
clinical diagnosis 

Procedures documented in 
manufacturer’s equipment manuals 
in conjunction with documented in-
house procedures by the following 
methods: 

 Quantification of:  
   
Serum, EDTA, Fluoride Oxalate ALB 

ALKP 
ALTV 
AST 
A1C 
Adjusted Calcium (calculated) 
Amylase 
Calcium 
Creatine Kinase 
Chloride 
Creatinine 
CRP 
HDL 
Chol/HDL Ratio (Calc.) Bicarbonate 
(Carbon dioxide) 
Estimated Glomerular Filtration 
Rate (egfr) (calculated) 
Iron 
Gamma glutamyl transferase 
Globulin (calculated) 
Glucose 
Lactate Dehydrogenase 
LDL (calculated) 
Magnesium 
Non-HDL (calculated) 
Phosphate 
Potassium 
Sodium 
Total Bilirubin 
Total Cholesterol 
Total Iron Binding Capacity 
Total Protein 
Transferrin Saturation (calculated) 
Triglycerides 
Urea 
Uric Acid 
VLDL (Calc.)  

Ortho Clinical Diagnostics VITROS 
5600 using Microslide® or 
Microtip® technology 
 
D360-LAB-CHEM-SOP-01 VITROS 
5600 Maintenance and Operation 
SOP 
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Materials/Products tested 

 
Type of test/Properties 

measured/Range of measurement 

 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY FLUIDS (cont’d) Biochemistry examination  

activities for the purpose of  
clinical diagnosis (cont’d) 
 
Immunoassays 

Procedures documented in 
manufacturer’s equipment manuals 
in conjunction with documented in-
house procedures by the following 
methods: 

   
 Quantification of:  
   
Serum Cortisol 

Ferritin 
Folate 
Follicle Stimulating Hormone (FSH) 
Free PSA 
Free Thyroxine (FT4) 
Free Triiodothyronine (FT3) 
Leutinising Hormone (LH) 
Oestradiol 
Progesterone 
Prolactin 
Testosterone 
Total PSA 
Thyroid Stimulating Hormone (TSH) 
Total Thyroxine (T4) 
Total Triiodothyronine (T3) 
Vitamin B12  
Vitamin D 

Ortho Clinical Diagnostics VITROS 
5600 using Microwell® technology  
 
D360-LAB-CHEM-SOP-01 VITROS 
5600 Maintenance and Operation 
SOP 

   
 Haematological examinations  

for the purpose of clinical  
diagnosis 

Procedures documented in 
manufacturer’s equipment manuals 
in conjunction with documented in-
house procedures by the following 
methods: 

   
EDTA Erythrocyte Sedimentation Rate 

(ESR) 
Sarstedt Microvette CB 200 ESR 
using the manual Westergren 
method 
 
D360-LAB-HAEM-SOP-03 Manual 
ESR SOP 

   
EDTA Full Blood Count with 5 differentials HORIBA Yumizen H2500 using 

impedance method 
   
  D360-LAB-HAEM-SOP-01 Yumizen 

H2500 Maintenance and Operation 
SOP 
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Materials/Products tested 

 
Type of test/Properties 

measured/Range of measurement 

 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY FLUIDS (cont’d) Serological examination activities 

for the purposes of clinical 
diagnosis 

Procedures documented in 
manufacturer’s equipment manuals 
in conjunction with documented in-
house procedures by the following 
methods: 

   
Serum Hepatitis B Surface Antigen 

Hepatitis B Core Antibodies 
Hepatitis C 
HIV Combo (I, II and p24 antigen) 
Syphilis 

Ortho Clinical Diagnostics VITROS 
5600 using Microwell® technology  
 
SOP D360-LAB-CHEM-SOP-01 
VITROS 5600 Maintenance and 
Operation SOP 

   

 
END 

 

 


