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Type of Action to mitigate the risk and to be taken by the user 
Folgende Aktionen sollten vom Kunden vorgenommen werden, um das 
Risiko zu minimieren. 

- Review this Field Safety Notice in its entirety and ensure that all users of the above 
mentioned product in your organization and other concerned persons are informed about 
this Field Safety Notice.  

- Identify, quarantine, and return affected articles. 
- not use affected devices anymore. 
- Confirm receipt of this information by completing the attached form and return to 

PMH, SA  
- As distributor, please forward this correction notification to your customers, and 

collect the batch from customers 
- Return the devices collected from the batch to PMH  

 
-  Lesen Sie diesen Sicherheitshinweis vollständig durch und stellen Sie sicher, dass alle 

Benutzer des oben genannten Produkts in Ihrer Organisation und andere betroffene 
Personen über diesen Sicherheitshinweis informiert sind. 

-  Identifizieren Sie betroffene Artikel, stellen Sie sie unter Quarantäne und geben Sie sie 
zurück. 

-  Betroffene Geräte nicht mehr verwenden. 
-  Bestätigen Sie den Erhalt dieser Informationen, indem Sie das beigefügte Formular 

ausfüllen und an PMH, SA zurücksenden. AMT 
-  Als Händler leiten Sie bitte diese Korrekturmeldung an Ihre Kunden weiter und holen 

Sie die betroffenen Chargen zurück 
-  Rückgabe der gesammelten Geräte aus der Charge an PMH 
 

Contact details of local representative  
AMT Medica GmbH 
Robert-Bosch-Str. 3  
71088 Holzgerlingen  
Germany 
Email:  rajkumar.daniel@amt-medica.de 
Tel. +49 7031 209 412 27 

 
 

 
Enclosure: Costumer response form   
Beigefügt: Kunden Rückantwort 
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Field Safety Notice distributer Reply Form 
Feldsicherheitshinweis Verteiler Antwortformular 

 
 

1. Field Safety Notice (FSN) information  Informationen zu Field Safety Notice (FSN) 
FSN Reference number*  Referenznummer* FSN 04/2023  
FSN Date* 27/10/2023 
Product/ Device name*  Extention Set  
Product Code(s) AMT 0043 
Batch/Serial Number (s) 31 23 04G 

 

2. Distributor/Importer Details 
Company Name* AMT Medica GmbH 
Address* Robert-Bosch-Str. 3  

71088 Holzgerlingen  
Germany 

Shipping address  Robert-Bosch-Str. 3  
71088 Holzgerlingen  
Germany 

Contact Name* Rajkumar.Daniel 
Title or Function Quality Control In-Charge 
Telephone number* rajkumar.daniel@amt-medica.de 
Email* Tel. +49 7031 209 412 27 

 

3. Distributors/Importers (Tick all that apply) 

 
*I confirm the receipt, the reading and 
understanding of the Field Safety Notice. 

Distributor/Importer to complete or enter N/A 

 
I have checked my stock and quarantined 
inventory 

Distributor/Importer to enter quantity and date 

 I have identified customers that received 
or may have received this device  

 

 I have attached customer list  

 I have informed the identified customers 
of this FSN 

Date of communication: 

 I have received confirmation of reply 
from all identified customers 

 

 
I have returned affected devices - enter 
number of devices returned and date 
complete. 

Add quantity, Lot/Serial Number/Date Returned  
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 I have destroyed affected devices – enter 
number destroyed and date complete. 

Add quantity, Lot/Serial Number/Date Returned  

 
Neither I nor any of my customers has 
any affected devices in inventory 

 

Print Name* Distributor/Importer print name here 
Signature* Distributor/Importer sign Here 
Date *  

 
 




