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Appendix 2K - ROUTINE ASSAY 
WORKSHEET – KQCL or rFC 
Assay ID:    Operator: 19July2021 

Limulus Amoebocyte Lysate (LAL) 
Lysate batch and expiry recorded on software for each assay 

Ensure sensitivity of LAL batch has been confirmed.  Confirmation date: 1 June 2021  

Recombinant Factor C (rFC) 
rFC Enzyme, Fluorogenic Substrate & rFC Assay Buffer batches and expiry dates recorded on software 
for each assay- 

Ensure sensitivity of the rFC batch has been confirmed. Confirmation date: - 

Control Standard Endotoxin (CSE) 
CSE batch and expiry recorded on software for each assay 

Reconstitution details for either LAL or rFC 

Date Reconstituted: 29 June 2021 to 50 EU/ml with LRW: 0000830072                  

Or Date Reconstituted: - to 20 EU/ml with LRW: -                   

Use by Date: 27 July 2021 Use by date is 4 weeks (ie. 28 days) from reconstitution when stored at 2-8°C 

LAL Reagent Water (LRW) 
How many samples were linked to this assay?2 

This Appendix is used for recording the assay details and results and only gives the method in 
point form. See the full SOP (Appendix 8K) for the detailed method. 

To avoid endotoxin contamination, use careful technique and pyrogen free equipment. 

Preparation of Software 
• Print and fill out the appropriate paperwork from the Quality Management System. 












