


 
 
 
 
 
 
 
 
What measures are to be taken by the addressee? 

Please stop selling the affected products immediately and let us know as soon as possible that you have 
received this letter and how many of the products you still have in stock. Please check whether your 
customers have stock of the products and, if so, have them returned to you.  

You can send us the number of available blood collection devices informally in a reply e-mail or use the 
enclosed form. We will collect the affected products from you and refund the corresponding purchase 
price. Alternatively, you can destroy the affected products and send us an official destruction notification 
- this must be signed by an authorised signatory from your company, including the name and job title.  

Please send us the relevant information no later than 10 working days after sending this letter. The 
entire measure will be completed by MediPac GmbH by 23 December 2023. 

Disclosure of the information described here 

Please ensure in your organisation that all users of the above-mentioned products and other persons to 
be informed are aware of this "Urgent Safety Information". If you have supplied the products to third 
parties, please forward a copy of this information or inform the contact person specified below. 

Please keep this information at least until the action has been completed.  

The Federal Institute for Drugs and Medical Devices has received a copy of this "Urgent Safety 
Information". 

Contact person 

If you have any questions about the procedure, please contact the Head of Quality Management at 
MediPac GmbH, who is also the company's top management representative / responsible person in 
accordance with Art. 15 MDR. You can reach Mrs Constanze Wagner using the following contact 
options: 

• By post: Eduard-Rhein-Straße 1-3, D-53639 Königswinter, Germany 
• By telephone: +49 (0) 2244 927842 - 50 
• By e-mail: cwagner@medipac.de 

We apologise for any inconvenience caused. 

Yours sincerely 






