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Notification numer PZ_2509_02 Date 24.09.2025 

Change number 152 and 144, 145 

Subject of the change 

Change of assay sheets and IFUs from printed to electronic 
versions, combined with the implementation of new boxes and 
labels and the implementation of UDI codes for Orphee SA 
products.  

Classification of the 
change according to 
MDCG 2022-6 

☐ Significant 

■ Non-significant 

Affected products 

Cat no Product name 

MYT301 Myt-3D 

MYT302 Myt-3D 

MYT306N Myt-3D 

MYT502 Myt-5D 

MYT506N Myt-5D 

MYTCAL2 Myt-Cal 

MYT303-VET Myt-3D VET 

Myt-CAL Vet Myt-Cal Vet 

Change description 

Change 152: 
The change will implement the introduction of instructions for use 
and assay sheets in electronic form only. We will discontinue the 
provision of instructions and assay sheets in printed form. 
At the same time, new boxes and labels will be implemented for 
the above-mentioned products, and UDI codes will appear on the 
labels (changes 144 and 145), as we announced in advance in 
December 2024 in notification PZ_2412_04. 

Assessing the risk of 
change 

low 

Change category 

☐ marketing and decommissioning of product from company offer 

☐ construction/formulation/specification of product, intended 
purpose 

☐ materials and raw materials 

■ labelling 

☐ technological process, furnishing, machinery, equipment 

☐ software 

☐ registration, licensing, legal requirements for the product 

Reason for change 
Optimization of product delivery time to customers. 
Standardization of product labeling, packaging, and labels, 
compliance with legal requirements for UDI codes. 
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If there are any questions or concerns with respect to this change, please feel free to contact your  
Area Sales Manager. 
 
 

 
 

Quality Assurance Director 
 
 

Planned 
implementation date of 
the change 

October 2025  

First series number after 
the change 

Kit Lot 
MYT-CAL PLUS1125 
MYT-3D VET B1125 
MYT-3D B1125 
MYT5D-VET MYTV2511 
MYT-5D MYT2512 

 

Additional information 

The above changes do not affect the intended use and 
performance characteristics of the products. 
Assay sheets and instructions for use (IFU) are available on the 
website https://cormaydiagnostics.com/ in the Customer Support 
tab → Documents: 

• Assay sheets → Hematology, 

• Assay sheets → Veterinary, 

• IFU → Hematology, 

• IFU → Veterinary. 

Attachments Not applicable  

https://cormaydiagnostics.com/
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