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Date  August 12, 2022 
 

Restriction of certificate registration no.: IL 60139592 0001 and HL 1191616-1 
EC Design-examination file: IMD_03.TF.0001-Technical File (IVDD List A) 
Product:  Automated immuClone Anti-K (Kell) Galileo IgM 
 

Dear Ms. Wilhelmi, 

based on the information you provided to TÜV Rheinland LGA Products GmbH on 

26th  July 2022 (verbally) and 27th July 2022 / 1st August 2022 (in writing) we conclude 

that the above mentioned EC Design-examination file does provide incorrect 

information about the above mentioned product.  

The incorrect information is associated with the monoclonal clone used in the product 

and subsequently also with additional information in the EC Design-examination file 

(e.g. information in the Instruction for Use).  

Therefore, the EC Design-examination certificate according to Directive 98/79/EC, 

Annex IV, section 4 Galileo IgM and the full quality Assurance System EC certificate, 

Annex IV excluding (4, 6) are restricted and the product Automated immuClone Anti-

K (Kell) is no longer covered by the certified conformity assessment procedures with 

immediate effect. 

With immediate effect the above mentioned product must no longer be marketed with 

the identification marking of the Notified Body 0197. 

Beyond that we are obliged to inform the German Institute for Medical Documentation 

and Information (DMIDS) about the restriction of both certificates according to 

German legislation. 

 

Best regards, 

X

Signiert von: Katja Mierisch  

Katja Mierisch 
 
Certification body 
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