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CHANGE NOTIFICATION 

 
 
If there are any questions or concerns with respect to this change, please feel free to contact  
your Area Sales Managers. 
 
 
 

 
 
 

Deputy Management Representative 
 

Notification number PZ_2502_01 Date 07.02.2025 

Change number 125 

Summary 
Change 125 -  Change of manufacturing place for OnlyOne 
reagent 

Affected products 
Cat no Product name 

  HM22-002-1   OnlyOne 

Change category 

☐  raw materials ☐  quality control 

☐  packages ☐  informations provided with the product 

◼  manufacturing ☐  final product 

☐  other 

Change description 
The OnlyOne reagent will be manufactured in a new location: 
195 Avenue Margot Duhalde 
34130 MAUGUIO France.  

Reason for change 
Information about new manufacturing place from critical 
supplier.   

Implementation February 2025 

Additional information 

The above change do not affect the intended use and 
performance characteristics of the reagent. 
To receive new supplier’s ISO 13485 certificate please contact 
with Registration Team: regulatory_affairs@cormay.com. The 
new certificate will be available in March 2025. 

Attachments n/a  
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