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We hereby declare that the devices described below comply with those provisions which apply to them 

of the European Directive 98/79/EC ‘on in vitro diagnostic medical devices’, and are placed on the 

European market by Mast Group UK through our appointed EC Authorised Representative Mast 

Diagnostica GmbH, Feldstrasse 20, 23858 Reinfeld, Germany. 

This declaration is valid for the |VD medical devices described below on or after the date hereof, and 
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manufactured by Mast and placed on the market on or after the date hereof by third parties with our 

consent and which bear the CE mark. All supporting documents relating to this declaration are retained 

at the manufacturer’s premises. 

  

  

    

susceptibility test (AST) disc products. 

Each disc contains an antimicrobial agent of stated 

content in conformance to recognised AST 

standards such as European Committee on 

Antimicrobial Susceptibility Testing - EUCAST or 

US Clinical and Laboratory Standards Institute - 

CLSI.   

Product | Product description IVD Directive EDMS code 

code classification 

Various | MAST DISCS® AST — paper antimicrobial Self-certification | 1402050200 

Annex III 

excluding 

section 6 

(Code registered - 

GMDN code - 63834 

    
  

Standards applied: EN ISO 13485:2016, ISO 9001:2015, EN ISO 14971:2019, EN ISO 18113-1:2011, 

EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN ISO 15223-2:2010. 

    

Declaration made by ...... XU. Lea a 

C Winstanley, Quality Assurance and Regulatory Affairs Manager — Mast Group Ltd. 

Document valid till: 18!" May 2025 

Registered in England 632512 

Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom
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