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CHANGE NOTIFICATION 

Notification number PZ_2504_04 Date 30.04.2025 

Change number 162 

Summary 
Application program verification for CREATININE parameter on 
automatic analysers  

Affected products 

Cat no Product name 

7-233  ACCENT-200 CREATININE 

5-172 CORMAY SERUM HN 

Change category 

☐  raw materials ☐  quality control 

☐  packages ◼  informations provided with the 
product 

☐  manufacturing ◼  final product 

☐  other 

Change description 

APPLIES TO USERS OF ANALYSERS: 
ACCENT M320, ACCENT MC240, ACCENT S120, ACCENT-220S, 

ACCENT-200, ACCENT-200 II GEN, BS-120 
 

1. The application program for the CREATININE parameter on the  
automatic analysers has been optimised.  
The following parameters have been modified on: 
 

• ACCENT M320 
- LoQ (limit of quantitation) – from 0.8  mg/dL to 0.3 mg/dL, 
- Reaction Time – from 1-5 to 2-7, 
- Number tests per kit – from 280 to 270, 
 

• ACCENT MC240 
- LoQ (limit of quantitation) – from 0.8  mg/dL to 0.3 mg/dL, 

 

• ACCENT S120 
- LoQ (limit of quantitation) – from 0.73 mg/dL to 0.3 mg/dL, 

 

• ACCENT-220S 
- LoQ (limit of quantitation) – from 0.72 mg/dL to 0.32 mg/dL, 
- Calibration rule, replicates – from 3 to 2,  
- Calibration rule, interval(day) – from 7 to 42, 

 

• ACCENT-200 (II GEN) 
- application program remains unchanged, 
- Number tests per kit – from 260 to 250, 

 
For Accent-200 analyser should be used application program dedicated 
to Accent-200 (II GEN). Since 05.2025 the application program for 
ACCENT-200 and ACCENT-200 (II GEN) analysers is consistent. 
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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. 
 
 
 
 

Quality Assurance Director 

 

• BS-120 
- Linearity range 0.32-30 mg/dL was introduced to application 

programme. 
 

Number tests per kit for analyses: ACCENT MC240, ACCENT S120, 
ACCENT-220S, ACCENT-200 and BS-120 remain unchanged. 

Updated application programs on automatic analysers can be found 
attached to the change notification (Attachment 2). 

2. Creatinine values for determinations on analysers:  
ACCENT M320 and ACCENT S120 have been reassigned for the 
control serum CORMAY SERUM HN (Cat. No 5-172), lot no HN11.  

Assigned values for CORMAY SERUM HP (Cat. No 5-173) remain 
unchanged. 

Assigned values of the control material can be found at table (Erratum) 
attached to the change notification (Attachment 1). 

Reason for change 
Improving the sensitivity (Limit of Quantitation) of Creatinine 
determinations on automatic analysers. 

Implementation May 2025 

Additional information 

The application programs on automatic analysers should be updated 
before the CREATININE determination. 
Both, updated Assay sheet for CORMAY SERUM HN (Cat. No 5-172) and 
the updated applications included in the instruction for use are available 
on the website: https://cormaydiagnostics.com/customer-
support/documents. 

Attachments 
Attachment 1 – Erratum of the Creatinine values for the control serum 
CORMAY SERUM HN (Cat. No 5-172) lot HN11. 
Attachment 2 – Updated application programs on automatic analysers. 
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