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Notification Letter 
 
ECR: 33619 ST Certificates - Removal of cGMP Claim:  
 
 
Dear Valued Customer, 
 
This letter is to inform you about the removal of the cGMP claim on the quality 
assurance certificates for Sartorius Separation Technology products. 
 
Change Description 
 
Since Sartorius Separation Technology products are not pharmaceutical goods 
or drugs themselves, the cGMP claim on our QA certificates might be 
misleading.  
Sartorius hereby confirms that the basis for ensuring product quality and safety 
is the full compliance with our implemented and certified ISO 9001 QM system. 
And that within this quality management system, a risk-based approach 
comparable to the cGMP requirements is implemented for the development 
and control of processes and quality measures. The overall goal, independent of 
using ISO 9001 or cGMP requirements, is a safe and regulated product life cycle, 
including: 
• Corrective and preventive actions 
• Non-conformance management 
• Engineering change request management 
• Training of employees  
• Design and development controls and outputs 
• Document control 
• Control of production and service provision, including in-process 

control  
 
Additional agreements with an individual scope of quality requirements can be 
defined in the respective quality agreements. 

 

Changenotification_ab@sartorius.com 
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As a customer, you will not notice any changes to the product safety and quality, 
or on our service resulting from the QA certificate adaptation. 
 
This change has no impact on fit, form or function and safety of all our Separation 
Technology products. 
 
It should be noted that this change will also be successively adapted in other 
documents, such as Validation Guides. 
 
Impacted Products 
 
This change impacts all products manufactured at the following sites: 

Sartorius Stedim Biotech GmbH, Göttingen, Germany  
Sartorius Stedim Plastics GmbH, Göttingen, Germany  
Sartorius Stedim Filters, Inc., Yauco, USA 
Sartorius Stedim Lab Ltd., Stonehouse; UK. 
Sartorius Stedim India Pvt. Ltd., Bangalore, India 

 
Change Implementation 
 
This change is controlled internally in accordance with Sartorius change 
management procedures.  
 
This change will be implemented from April 2023 onwards.  
 
We continuously strive to implement solutions to our products and services to 
enable you to get your treatments to patients faster. We thank you for your trust 
and continued use of Sartorius products, and we look forward to assisting you in 
managing this change. 
 
Sincerely, 
         
 
 
 
 
 
 

 

 
Note: List of affected manufacturing sites: 
Sartorius Stedim Biotech GmbH, Göttingen, Germany  
Sartorius Stedim Plastics GmbH, Göttingen, Germany  
Sartorius Stedim Filters, Inc., Yauco, USA 
Sartorius Stedim Lab Ltd., Stonehouse; UK 
Sartorius Stedim India Pvt. Ltd., Bangalore, India  

Davy de Wilde 
Head of Product Management FMT  
Sartorius Stedim Belgium S.A 

Claire Michiels 
Head of Quality Assurance &  
Quality Control FMT, ST 
Sartorius Stedim FMT S.A.S. 

Louis Villain 
Head of Product Group  
Separation Consumables 
Sartorius Stedim Biotech GmbH 
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Attachment 1 
Sartorius QA certificate before change – cGMP claim is marked yellow 
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Attachment 2 
Sartorius sample QA certificate after change 
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