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Document eigenaar BBR 

Titel monospecifiek anti-human lgG release 

K1131 

al 

monospecific anti-human lgG 
(goal) 10  mi  

LiJoLr-c EKfl31 CE 
- 2024-05-O3 0344 

Analysis Requirements Result 

Specificity Negative with A, B and 0  DAT  negative cells, tested 

in tube test method direct antiglobulin test  (DAT)  
Conform requirements 

and in the indirect antiglobulin test (lAT) with PEG 

400020%, 

Avidity/titer Tested in Tube  methode (DAT):  

Results with lgG positive patient cells are at least 
Conform requirements 

comparable with reference. 

Results with lgG positive in vitro sensitized cells are 
Conform requirements 

at least comparable with reference 

Growth test no growth Conform 
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