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CHANGE NOTIFICATION 

Notification number PZ_2412_04 Date 20.12.2024 

Change number 144, 145 

Subject of the change 

Change 144 – Optimizing the appearance and size of labels and 
boxes. 
Change 145 – Implementation of UDI codes for  PZ Cormay S.A. 
and Orphee SA. products. 

Affected products 
Cat no Product name 

  Applicable to all PZ Cormay S.A. and Orphee SA. products!  

Change category 

☐  raw materials ☐  quality control 

◼  packages ◼  informations provided with the product 

☐  manufacturing ☐  final product 

☐  other 

Change description 

Change 144: 
New labels and boxes will be implemented.  
Changes involving labels concern:  
- label size, 
- changes in colour scheme and data layout, 
- changes to the Cormay logo. 
Changes involving packaging concern: 
- size of boxes, 
- colours, 
- filling of boxes. 
The visualisation of the new graphic design of packaging and labels 
can be found in Attachment 1.  
Change 145: 
To Cormay and Orphee products will be assigned UDI codes, which 
will be visible on box labels, and in the absence of a box on the 
direct packaging of the products. 
The names and catalogue numbers of the products, volumes of 
reagents and their classification will remind without change.  

  

Reason for change 

Unification of device labelling, packaging, and label. 
Meeting regulatory requirements - Articles 113(3)(e) and 24(4) 
(UDI) of Regulation (EU) 2017/746 of the European Parliament 
and of the Council of April 5, 2017 on in vitro diagnostic medical 
devices and repealing Directive 98/79/EU  and Commission 
Decision 2010/227/EU (IVDR Regulation).  

Implementation May 2025 

Additional information 

The above changes do not affect the intended use and 
performance characteristics of the reagents. 
The above changes will be implemented gradually.  New labelling 
will be prepared by reagents line.  
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If there are any questions or concerns with respect to this change, please feel free to contact your  
Area Sales Managers. 
 
 
 
 
 

Deputy Management Representative 
 

Products in the current boxes and labelling will be available for 
sale until stock last. 

Attachments 
Attachment 1. The visualisation of the new graphic design of 
packaging and labels 
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