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Annex 1 

Product REF 
Risk Classification 

& Rule 
Intended Purpose 

Basic UDI-

DI 
UDI-DI 

ALEX³ Allergy Xplorer 
Consisting of 
20 x ALEX³ Cartridges 
2 x 50 ml Washing Solution 
1 x 9 ml ALEX³ Sample Diluent 
1 x 11 ml ALEX³ Detection Antibody 
1 x 11 ml ALEX³ Substrate Solution 
1 x 2.4 ml Stop Solution 

03-2001-01 Class C, Rule 3e 

ALEX³ Allergy Xplorer is a test kit used for in-vitro 

examination of human serum or plasma (exception 

EDTA-plasma) to provide information to aid the diagnosis 

of patients suffering from IgE-mediated diseases in 

conjunction with other clinical findings or diagnostic test 

results. 

The IVD medical device detects allergen-specific IgE 

(sIgE) quantitatively and total IgE (tIgE) quantitatively in 

the range from 2 - 1000 kU/l (semi-quantitative 1001-

2500 kU/l). The product is used by trained laboratory 

personnel and medical professionals in a medical 

laboratory. 

91201229203JS 9120122920329 

ALEX³ Allergy Xplorer 
Consisting of 
50 x ALEX³ Cartridges 
1 x 250 ml Washing Solution 4x conc 
1 x 30 ml ALEX³ Sample Diluent 
1 x 30 ml ALEX³ Detection Antibody 
1 x 30 ml ALEX³ Substrate Solution 
1 x 10 ml Stop Solution 

03-5001-01 Class C, Rule 3e 91201229203JS 9120122920350 

 


