
  

 

CERTIFICATE 
Certificate Registration No.: 12 100 8843 TMS / Order No.: 70002888 

The Certification Body 
of TÜV SÜD Management Service GmbH 

certifies that the organization 

 

ERMAFA Sondermaschinen- und  
Anlagenbau GmbH 
Otto-Schmerbach-Str. 19 
09117 Chemnitz 
Germany 

for the scope 

Development of technological solutions,  
design, after sales, manufacturing and service of  
special machines and systems and their parts and assemblies 

including the sites see enclosure 

has established and applies a Quality Management System. 

An audit was performed and has furnished proof 
that the requirements according to 

DIN EN ISO 9001:2015 

are fulfilled. 

The certificate is valid from 2025-07-17 until 2027-08-05. 

 
 

Fred Wenke 
Head of Certification Body 
Munich, 2025-07-18 
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ENCLOSURE OF CERTIFICATE 
Certificate Registration No.: 12 100 8843 TMS / Order No.: 70002888 

 

certificate holder: 

ERMAFA Sondermaschinen- und Anlagenbau GmbH 
Otto-Schmerbach-Str. 19 
09117 Chemnitz 
Germany 

 
at the sites scope 

 
ERMAFA Sondermaschinen- und Anlagenbau GmbH 
Otto-Schmerbach-Str. 19 
09117 Chemnitz 
Germany 

Development of technological solutions, design, 
after sales, manufacturing and service of  
special machines and systems and  
their parts and assemblies 

 ERMAFA Sondermaschinen- und Anlagenbau GmbH 
Werk Auerbach 
Gewerbering 10 
08236 Ellefeld 
Germany 

Development of electrical control systems,  
after sales, manufacturing and service of  
special machines and systems and  
their parts and assemblies 

 

  

 

  

 

  

 

  

   
 

 
Fred Wenke 
Head of Certification Body 
Munich, 2025-07-18 
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EC Declaration of Conformity 

according to EC Machinery Directive 2006/42/EC of May 17, 2006, Annex II A 

 

We hereby declare that the machine specified below, as well as the version that we have 
released, complies in its design and construction with the essential safety and health 
requirements of the EC Directive 2006/42/EC. This declaration will lose its validity in the 
event of a modification to the machine not agreed with us. 

Manufacturer: 

ERMAFA Environmental Technologies GmbH 
Renngasse 12/19 
1010 Wien/ AUSTRIA 

Machine Description: 

Function: Sterilization and disinfection of contaminated medical waste 

Designation: Medical Autoclave Cutting Sterilizer MACS® 700 

Machine number: M000001 

Year of construction: 2021 

We declare compliance with other directives/regulations also applicable to the 
product: 

 EMC Directive 2014/30/EU of February 26, 2014 

 Low Voltage Directive 2014/35/EU of February 26, 2014 

Harmonized standards applied in particular: 

 DIN EN ISO 12100:2010 - Safety of machinery - Basic concepts, general principles 
for design, risk assessment and risk reduction 

 DIN EN 60204-1:2018 - Safety of machinery - Electrical equipment of machines, 
Part 1: General requirements 

 DIN EN ISO 13849-1:2015 - Safety of machinery - Safety-related parts of control 
systems, Part 1: General principles for design 

Authorized to compile the technical documentation: 

ERMAFA Sondermaschinen- und Anlagenbau GmbH 
Otto-Schmerbach-Str.19 
09117 Chemnitz 
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