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5.4.1.2 Sample Calculation 

% of Lipopolysaccharide in Products=(AreasplMean Areastd )×(Cstd/Wspl)×100 mL×100 
Where: 

Areaspl = Area of Lipopolysaccharide in Sample preparation  
Mean Areastd = Mean Area of Lipopolysaccharide in working standard preparation 
Cstd = Concentration of standard in working standard (mg/mL) 
Wspl = Weight of sample (mg) 

Complied By: _______________________________________Date: ________________________ 

Reviewed By: _______________________________________Date: ________________________ 

6 Protocol 

6.1 
6.2 
6.3 

The test item is prepared y adding 10% (v/v) FCS and 1% antibiotics (v/v) to the artificial Saliva 
Prepare 5000 µg/mL solution of  Lumineux Oral Essentials clean and fresh. Expose the test 
item to the product solution for 24, 36, 48, 60, 72, 84 and 96 hours then prepare as described in 
section 5.4. 

7 Approval: 

7.1 Submit the Document to QA for review and approval. 

8 Results:  

Exposure Time Blank (µg/ml) Test Product (µg/ml) Water (µg/ml) Ref. Product (µg/ml) 

0 hours 0.00 0.2 0.2 0.2 

24 hours 0.00 0.19 0.2 0.2 

36 hours 0.00 0.19 0.2 0.2 

48 hours 0.00 0.18 0.2 0.19 

60 hours 0.00 0.17 0.2 0.17 

72 hours 0.00 0.12 0.2 0.13 

84 hours 0.00 0.12 0.2 0.13 

96 hours 0.00 0.12 0.2 0.13 
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