
                
Urgent Field Safety Notice 

 

Managing Directors: 
Katrin Antonenko 
Dr. Dirk W. Becker 
 

Berlin Office: 
Amtsgericht Charlottenburg 
Reg.-Nr. HRB 42949 B 
USt.-ID-Nr. DE 137169788 

Bank Account: 
Commerzbank AG 
IBAN DE29 1204 0000 0042 4648 00 
BIC COBADEFFXXX  

 

  Eckert & Ziegler  
  BEBIG GmbH 
 

  Robert-Rössle-Str. 10 
  13125 Berlin 
  Germany 
  www.bebig.com 
 SRN: DE-MF-000005760 

 

Contact: Bernd Schumacher 
Tel: +49(0)30941084-130 
E-Mail: customer.service@bebig.com 

 

Subject: Wrong Certificate No.:3595525 for I25.S16  

Commercial Name of Affected Product: I25.S16 

UDI-DI 04049223100292 

Reference: 2025OPH-1 

Date of Notification: 09. Oct 2025 

Type of Action: Replacement of certificate 
 
Description of Problem: 

Due to a human failure the mean value on certificate no.:3595525 for lot number 
0042161/10, order number BBD008359 was incorrect. 
This is a single occurrence. 
Using the incorrect value would result in an underdose of approx.. 5%. 
An electronic version of the corrected certificate is attached to this information. 
A paper version of the corrected certificate will be provided via postage. 
 
The recipient of this information is requested to replace the incorrect certificate and 
assure that only the corrected version is used for the planning of treatments. 

 
This notice needs to be passed on to all those who need to be aware within your 
organisation or to any organisation where the devices have been transferred to. 
 
Please reply to this email by 17. Oct 2025 confirming that you have received and understood 
this information and that you have forwarded it to the people which already have received the 
named products or will receive them. 
The undersigned representative from Eckert & Ziegler BEBIG GmbH confirms that this notice 
has been notified to the appropriate Regulatory Agency. 
 
We sincerely apologize for any inconvenience and thank you in advance for your 
cooperation. For further information please feel free to contact us. 
 
Kind regards, 
 
Bernd Schumacher 
Head of Quality Management        
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CONFIRMATION 
Urgent Field Safety Notice from  
Eckert & Ziegler BEBIG GmbH,  
Reference 2025OPH-1 
 
 
 

This is to confirm that we have received and understood the Field 
Safety Notice. It was forwarded inside our clinic to the respective 
personnel. 
 
Name of clinic:  ……………………………… 
 
Country, City: ……………………………… 
 
Name:  ……………………………… 
 

Signature, date: ………………………………. 
 
 
 






