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1. General Information 
 
1.1 Intended Use  

Intended use 
 

1.2 Test Principle  
 

 
Endotoxin 

 
Limulus 
coagulation 
cascade 

Limulus polyphemus Tachypleus 
tridentatus

Recombinant 
Factor C (rFC) 

Limulus Tachypleus

 
1.3 Specifications  

Assay range 

Quantitation limit 

Assay time 

 
2. Kit Components 
 
Number of tests 
 

Kit components Component Container Content Description

 1 (ENZ)

 2 SUB

 3
CSE

Escherichia coli

 4 WEF

 AB
AB 2 1

 6
MPL
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3. Warnings and Precautions 
 

Warning: 
 

Endotoxin-free 
conditions 

Treatment of glass 
materials 
 
Treatment of 
plastic materials 

Handling of sample 
material 
 

 
4. Additional Reagents, Equipment, Instrumentation and Software Required 
 
Equipment 
required 
 

Instruments 
Vortex-type mixer 

Incubator  
(optional) 

Fluorescence 
microplate reader 

 

 

 

 

 

 

 ≈

 

Adjustment of 
instrument 
sensitivity (Gain) 

Do not use automatic gain adjustment

Calculation 
software 
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5. Reagent Storage and Preparation 
 
Storage  and 
stability 

 
Use of kit 
components, 
stability and 
storage conditions 

Reagent Preparation Stability and storage conditions
of working solutions 

 1 ENZ

 2 SUB

 3
CSE

E. coli 4

 4 WEF

 5
AB

Reagents to be 
prepared from kit 
components 

3

4
3

Important
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6. Assay Protocol 
 
6.1 Overview Assay Procedure 
 
 
 

 

  
 

  
 

  
 

  
 

 

  
 

 

  
 

 

AAdddd  110000  µµLL  ooff  ssaammpplleess aanndd ssttaannddaarrdd ddiilluuttiioonnss 
iinnttoo  tthhee  wweellllss  ooff  tthhee  mmiiccrroottiitteerr  ppllaattee  

  
  
   

Exa
m

ple 
Ver

sio
n



 
6.2 General Handling Instructions  
 
Handling 
instructions 

MUST NOT

 
6.3 Standard Preparation 
 

3

Important:

4

4

 

6.4 Sample Preparation 
 
Sample 
preparation/ 
sample dilution 

Note:

For example, a 1:10 dilution should be prepared as follows: 

4
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6.5 Spike Control 

Spiking of samples 

Spike material 

Spike 
concentration 

Recommended 
protocol 
 
 
Validity criteria 

 

6.6 Assay Procedure 

Assay Reagent 
mix  

5
1 2 do not vortex. 

  
Assay Reagent Assay Buffer Substrate 

 
Enzyme 

 

Start reader 

Filling of assay 
plate  

Detection step 

 
Recommended: 

 

Note:  
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6.7 Standard Curve analysis using Linear Regression Model 

Data export 

Blank correction 

Standard curve  

Sample values 

Spike Recovery 

 
 
6.8 Standard Curve analysis using 4-Parameter Logistic Regression Model 
 
Rationale 

Data handling 

Spike Recovery 

 
 
6.9 Standard Curve Examples 

Note:

Linear regression Exa
m
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Ver
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4-parameter 
logistic regression 

 
 
6.10 Influencing Parameters and Limitations 

Temperature 

Agitation 

pH 

Salt 

Detergents 

Chelating agents 

Chaotropic 
agents 

Organic solvents 

Proteins 
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Proteases 
Peptidases 

Blood products 

7. Waste Disposal 

 
8. Quality Control 

 
9. Trouble Shooting Guide 
 
Observation Possible Cause Measure
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10. Legal Statements and Regulatory Information 
 

European Pharmacopoeia (Ph.Eur.) chapter 5.1.10
FDA Guidance for Industry on Pyrogen and Endotoxins Testing: Questions and Answers

Patent information 

11. Index of Symbols and Abbreviation

Symbol Meaning 

E. coli Escherichia coli

 E. coli 

Limulus

Tachypleus

12. Limited Warranty
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13. Revision History 

Minor typographical, grammar, and formatting changes are not included in the 
revision history. 

Release 
date 

Part Number Change Type Change Summary 
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