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DETAIL OF ACCREDITATION 

 

 
Materials/Products tested 

 
Type of test/Properties 

measured/Range of measurement 

 
Standard specifications/ 

Equipment/Techniques used 

   
PHARMACEUTICAL LIQUID 
PREPARATIONS, including water 
for injection (WFI) 
 

Biological Testing: 
 
Bacterial Endotoxin Testing (LAL) 

Documented in-house methods 
described below in combination with 
product validation methods:  

1) SOP 40 Low endotoxin 
recovery studies  

2) SOP 51 Optimisation of LAL 
when endotoxin recovery is 
<50% or >200% 

   
  1) SOP 31 LAL Gel-Clot assay:  

WAKO Pyrostar using 
Pyrostar ES-F reagent 

 
2) SOP 32 LAL turbidimetric 

assay using Pyrostar ES-F 
reagent 

 
3) SOP 33 LAL chromogenic 

assay using Limulus Color KY 
reagent 
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