


Description of the problem 

The design of product label (colour marking) is incorrect but the composition present 

on the bag and the cardboard box label is correct and in accordance with the 

specification. 

The unprinted bag label should be coloured with a red frame and a red watermark for 

calcium free products "Ca 0". The wrong unprinted label shows yellow mark, the 

same as used in general for Citrasate®. The cardboard box label is the correct 

version. Please find the detailed information of the labelling attached. 

Since the yellow bag label has resulted to an accidental mix-up of Citrasate® 

products with and without calcium which could lead to an serious hazards for 

patients, we decided to recall this batches. 

Advice on action to be taken 

With this information letter we request you to send back to Hemotech immediately all 

affected products listed above. Together with Hemotech we will coordinate 

replacement of products. 

As this incident is related to patient's health, an FSN was issued, and this incident will 

be reported to the relevant authorities and our Notified Body BSI. 

Contact reference person 

In case of question please contact materiovigilance@hemotech.fr 

The undersign confirms that this notice has been notified the appropriate Regulatory Agency. 

Sincerely yours, 












