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CHANGE NOTIFICATION 

Notification number PZ_2602_02 Date 10.02.2026 

Change number 508 

Subject of the change 

Update of the application program for the TG parameter on the 
ACCENT-200 (II GEN) analyzer, implemented in connection with 
the modification of the linearity range.  

Classification of the 
change according to 
MDCG 2022-6 

☐ Significant 

■ Non-significant 

Affected products 
Cat no Product name 

7-253  ACCENT-200 TG 

Change description 

APPLIES ONLY TO USERS OF THE ACCENT-200 (II GEN) 
ANALYZER!!! 

 
The application program for the TG parameter on the ACCENT‑200 
(II GEN) automated analyzer has been optimized. 
The following change has been implemented: 

• Concentration – upper range (linearity): adjusted from 2000 to 
1700 (mg/dL); 
 

The updated application program has been attached to this change 
notification (Annex 1) and is also included in the revised 
instructions for use for the ACCENT‑200 TG parameter. 
The instructions for use are additionally available on the website  
https://cormaydiagnostics.com/customer-support/documents.   
It is required to update the application on the automated analyzer. 

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 
Verification of test performance on the ACCENT-200 (II GEN) 
analyzer.  

Planned 
implementation date of 
the change February 2026  
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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 

First series number after 
the change Not applicable 

Additional information 
The above change does not affect the intended use, functional 
performance, or stability of the ACCENT-200 TG reagent. 

Attachments 
Annex 1 – Application Program for the ACCENT-200 (II GEN) 
analyzer.  
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