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Urgent Field Safety Notice: 

BN II System 
BN ProSpec System 
Atellica NEPH 630 System 
Atellica CH Analyzer 
Atellica CI Analyzer  
N Latex FLC LAMBDA lot 473298/473298A – Incorrect Shelf-Life Information 
 
To whom it may concern, 
 

Siemens Healthineers has confirmed through internal investigation that N Latex FLC LAMBDA lot 473298 and lot 473298A 
have an incorrect expiry date printed on the vial label, box label and Siemens Certificate of Analysis (CoA).  

It was shown that the shelf-life information is erroneously labeled for 12 months longer than the correct expiry date. 

 

Incorrect expiry date: 07-November 2026 

Correct expiry date: 07-November-2025 

 

No other lots of N Latex FLC Lambda currently on the market are affected by this issue. 

 

Assay 
Siemens Material 

Number/Unique Device 
Identification 

Lot Number Manufacturing Date Expiration Date 

N Latex FLC 
LAMBDA 

10482438/ 
00842768031427 

473298 
08-May-2024 07-Nov-2025 

473298A 

 

Impact to Results 

If the affected kit lots are used beyond the correct expiry date, QC recovery will indicate the issue, potentially leading to an 
apparent delay in testing while resolving a QC failure. 
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Customer Actions: 

Perform the instructions provided below:  

• The affected N Latex FLC LAMBDA lots 473298 and 473298A must not be used after 2025-11-07. 

Please review this letter with your Medical Director. 

• Complete and return the Field Correction Effectiveness Check Form attached to this letter within 30 days.  

• Please retain this letter with your laboratory records and forward this letter to those who may have received this 
product. 

 

Please Note: 

• The Siemens CoA has been revised and a correct version is available in the Document Library  and attached to this 
letter. 

• For the Atellica NEPH 630 System the expiration date has being corrected on the new Lot Data version from 2025-
04. 

• For the BN II and BN ProSpec Systems no expiration dates are being displayed within the software. 

• For the Atellica CH and Atellica CI analyzer, the reagent must be transferred into Atellica CH EMPTY P1 and 
manually identified, therefore please use the correct expiration date (2025-11-07).  

 

We apologize for the inconvenience this situation may cause.  If you have any questions, please contact your Siemens 
Healthineers Customer Care Center or your local Siemens Healthineers technical support representative. 

 

 

 

 

Sincerely yours, 
  
Siemens Healthcare Diagnostics GmbH 
 
 
 
 
 
 
 
 
 
ppa. Mag. Martina Schreiber  i.V. Dr. Michael Edetsberger 
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