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CHANGE NOTIFICATION 

Notification number PZ_2604_06 Date 17.04.2026 

Change number 551 

Subject of the change Change in classification and labelling of the AMYLASE reagent 

Classification of the 
change according to 
MDCG 2022-6 

☐ Significant 

■ Non-significant 

Affected products 

Cat no Product name 

7-455 A-400 AMYLASE 

7-828 A-800 AMYLASE 

7-255 ACCENT-200 AMYLASE 

7-355 ACCENT-300 AMYLASE 

4-555 HC-AMYLASE 

9-419 OS-AMYLASE 

4-255 PRESTIGE 24i LQ AMYLASE 

4-455 PRESTIGE 24i LQ AMYLASE 

3-328 Liquick Cor-AMYLASE 120 

1-255 Liquick Cor-AMYLASE 30 

3-344 Liquick Cor-AMYLASE 60 

B08-R0004 Neo-200 AMYLASE 

Change description 

As a result of introduction an alternative supplier of one of the raw 
materials used in the reagent technology for α-amylase activity 
determination, the classification of the mixture has changed. The 
reagent, following the change, is no longer classified as hazardous; 
therefore, the hazard pictogram and the signal word “Warning” will be 
removed from the product labelling. 

The statement “EUH210 – Safety data sheet available on request” 
will be added to both the outer packaging label and the Instructions for 
Use. 

Consequently, the labelling and accompanying documentation have 
been updated. 
The Instructions For Use and the Safety Data Sheet are available on the 
website  https://cormaydiagnostics.com/customer-support/documents.   

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 
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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. 

 
 

 
 
 

Regulatory Affairs Manager  
acting on behalf of the  

Quality Assurance Director 

☐ registration, licensing, legal requirements for the product 

Reason for change 
Implementation of an alternative raw material supplier in the AMYLASE 
reagent technology 

Planned implementation 
date of the change April 2026  

First series number after 
the change 31 

Additional information 

The above change will not affect the intended use, functional 
performance, or stability of the reagent. It will only impact the chemical 
classification and the related labelling. 

Attachments None; reference documents available online 
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