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FSA-ID: FSA260601 

Product Recall 

Customer  

Product Identification 

Product Name REF LOT UDI 

OPN NC  400-015-004 220237 07640142570639 

    

    

 

Acknowledgement 

Please acknowledge a.s.a.p. and return this page duly signed by mail: ra@sis-medical.com 

 

 Receipt of this form 

 

 Any health care professional within the affected organization that needs to be aware of 
the FSCA has been informed 

 

 Inform SIS Medical AG on all relevant communication sent to the National Competent 
Authority 

 

Note: the information you provide will be used to track the effectiveness of this Field Safety 
Action. 

Date: Customer Signature: 

  

mailto:ra@sis-medical.com
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FSA-ID: FSA260601 

Consolidation 

We confirm that 

 all areas (in house and at customers) where affected products could be stored have been 
checked and the products were removed to a safe place, if appropriate 

 all hospitals affected by the FSCA were identified and informed, if appropriate 
 all not used products will be returned to SIS Medical AG 

REF Number Lot Number / UDI 

Quantities 

Total 
Received 

Used 
Qty 

Return 
Qty 

Date 

      

      

      

      

      

      

      

Comment: 

 

 

 

 Attachment (tick, if appropriate; indicate # of pages) _______ 

Date: 

 

Customer Signature: 
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FSA-ID: ID 

Instructions 

To guarantee a proper and fast handling of this withdrawal, please follow these instructions: 

 

1. Acknowledgement (Page 1) 

Acknowledge receipt and initiated actions as shown in the acknowledgement section to 
SIS Medical AG: ra@sis-medical.com 

 

2. Consolidation (Page 2 and attachments, if appropriate) 

Complete this form, fill in the total quantity used and quantities of products that will be 
returned to SIS Medical AG. 

 

3. Return of Products and original Documentation (Pages 1-3 and attachments, if appropriate) 

Return all available products with the original of this form to 

SIS Medical AG 

Attn. QA/RA 

Hungerbüelstrasse 12c 

CH-8500 Frauenfeld 

Switzerland 

Please make sure that the products are returned a.s.a.p. 

 

4. Questions 

Questions on this Field Safety Action can be sent to: ra@sis-medical.com 

 

 

Thank you in advance for your assistance. 

 

 

SIS Medical QA/RA: 

Produkte in Quarantäne eingelagert und Listen aktualisiert (Dat./Vis.): 
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