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T: +44 (0) 161 366 5123 E: Technical@atomscientific.com  W: atomscientific.com 

Unit 2A, East Tame Business Park, Hyde, Manchester, SK14 4GX 



 
 

The management of 
 

Atom Scientific Limited 
Unit 2A East Tame Business Park, Rexcine Way, 

Hyde, Cheshire, SK14 4GX 

 

 
has been assessed and certified by independent european certification limited in respect of their 

Quality Management System and found to be meeting the requirements of: 
 
 

ISO 9001:2015 

 

 

Certification is hereby granted providing the rules and conditions relating to the certification are 
observed at all times 

 
Certification Scope: 

 

 

Manufacture, Testing and Supply of Diagnostic 
Reagents and Stain Kits for the Worldwide Life 

Science Industry. Supply of General Purpose and 
Analytical Grade Chemicals, Solvents and 

Consumables 
 

Date of First Issue Date of Revision Valid Until: 
 

23rd August 2013 29th July 2023 23rd August 2025 
 

Certificate Number:  EAC Number: 
 

442230  29/34 
 

 
 
 
____________________________________ 
Authorised signature for independent european certification limited 

 

 









 
 

 
 
 
 
 
 
 
                                                                                                                                                                       2A East Tame Business Park 

 Rexcine Way, 
Hyde, Cheshire 

  SK14 4GX 
T: + 44 (0) 161 366 5123 
F: + 44 (0) 1704 33 7167 

E: enquiries@atomscientific.com 
 
To whom it may concern 
 
Subject: ISO 13485 
 
Atom Scientific have a quality Management System manual for ISO 13485 as required by the 
IVDR standard. Our in-vitro diagnostic devices are ‘class A’ devices which means there is no 
requirement to be certified by a notified body to ISO 13485. 
 
The ‘Quality Policy’ clause of ISO 13485:2016 states the following: 
 
‘0.2 Quality Policy     -  
 
The purpose of the Quality Management System is to ensure that the products and services 
provided by (the Company) to customers consistently meet or exceed their expectations and 
complies with applicable regulatory requirements. The company operates a system that 
regularly evaluates its processes and customer needs and has set quantifiable goals with 
plans in place to ensure that they are improved year on year. 
 
It is the policy of the Company to maintain, on a continual basis, an effectively managed 
Quality Management System certified to the BS EN ISO 9001:2015 Quality Management 
System standard and in compliance with ISO 13485:2016. The products and services 
provided by the Company conform to the procedures and disciplines of the company and 
the bespoke needs and expectations of every customer are achieved.’ 
 
Atom Scientific are therefore in compliance with ISO 13485:2016 as required 
 
 
Yvonne Black 
Technical Manager (PRRC) 
 
 
Date:  19/07/2024 
 

 

mailto:enquiries@atomscientific.com






 
 

The management of 
 

Atom Scientific Limited 
Unit 2A East Tame Business Park, Rexcine Way, 

Hyde, Cheshire, SK14 4GX 

 

 
has been assessed and certified by independent european certification limited 

in respect of their Occupational Health and Safety Management System and found to be meeting 
the requirements of: 

 
 

ISO 45001:2018 

 

 

Certification is hereby granted providing the rules and conditions relating to the certification are 
observed at all times  

 
Certification Scope: 

 

 

Manufacture, Testing and Supply of Diagnostic 
Reagents and Stain Kits for the Worldwide Life 

Science Industry. Supply of General Purpose and 
Analytical Grade Chemicals, Solvents and 

Consumables 
 

Date of First Issue Date of Revision Valid Until: 
 

29th July 2023 29th July 2023 23rd August 2025 
 

Certificate Number:  EAC Number: 
 

442230/H  29/34 
 

 
 
 

____________________________________ 
Authorised signature for independent european certification limited 
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