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Table 3.2.S.4.3-7. Endotoxin Results for Holding Time of BNT162b2 Drug 
Substance  

Initial Spike Concentration 
(EU/mL)

Holding Time 
(time point / h)

Mean 
Positive 
Product 

Control (%)

Mean Spike 
Control 

Concentration 
(EU/mL)

Accuracy* (%)

Table 3.2.S.4.3-8. Endotoxin Results for Holding Time of BNT162b2 Drug 
Substance  (  

Initial Spike Concentration 
(EU/mL)

Holding Time 
(time point / h)

Mean 
Positive 
Product 

Control (%)

Mean Spike 
Control 

Concentration 
(EU/mL)

Accuracy* (%)

The validated dilution was determined  and is within the calculated 
MVD. The kinetic-chromogenic LAL analytical procedure is validated for its intended use at

The validation results for the kinetic chromogenic LAL method are provided from  
 Scale (Table 3.2.S.4.3-9 and Table 3.2.S.4.3-10).

Table 3.2.S.4.3-9. Summary of Inhibition/Enhancement Data for BNT162b2 Drug 
Substance, , 

Process Step Endotoxin 
Limit


(EU/mL)

Calculated 
MVD

Validated 
Dilution

Drug substance 12.5 EU/mL
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