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according to DIN EN ISO/IEC 17021-1:2015 
 
 
Valid from: 15.01.2020 

Date of issue: 15.01.2020 

 

Holder of certificate: 

TÜV SÜD Product Service GmbH 
Ridlerstraße 65, 80339 München 
 
 
Certifications of management systems in the fields: 

 DIN EN ISO 13485:2016 Medical devices – Quality management systems – 

              Requirements for regulatory purposes (German version EN ISO 13485:2016) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

https://www.dakks.de/en/content/accredited-bodies-dakks


 
 
 
 
Annex to the accreditation certificate D-ZM-11321-01-00 

-Translation- 
 
Valid from: 15.01.2020  
Date of issue: 15.01.2020 
 
 
 

 

Page 2 of 5 

Certifications of management systems in the fields: 

DIN EN ISO 13485:2016 Medical devices – Quality management systems – 
                                            Requirements for regulatory purposes  
                                            (German version EN ISO 13485:2016) 
 

 Non-active medical devices1 

 General non-active non-implantable medical devices 

o Devices for anaesthesia, emergency and intensive care 

o Devices for injection, infusion, transfusion and dialysis 

o Orthopedic and rehabilitation devices 

o Non-active medical devices with measuring function 

o Ophthalmologic devices 

o Instruments 

o Contraceptive devices 

o Devices for disinfecting, cleaning and rinsing 

o Devices for in vitro fertilisation and assisted reproductive technologies 

o Devices for ingestion 

 Non-active implants 

o Cardiovascular implants 

o Orthopedic implants 

o Functional implants, other 

o Soft tissue implants 

 Devices for wound care 

o Bandages and wound dressings 

o Suture material and clamps 

o Other medical devices for wound care 

 Dental devices 

o Equipment and instruments 

o Dental materials 

o Dental implants 

                                                           
1 Including raw materials, semi-finished products and components2 Including raw materials, semi-finished products and 
components 
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 Active non-implantable medical devices2 

 General active medical devices 

o Devices for extra-corporal circulation, infusion and haemopheresis 

o Respiratory devices, devices including hyperbaric chambers for oxygen 
therapy, inhalation anaesthesia 

o Devices for stimulation or inhibition 

o Surgical devices and surgical aids 

o Ophthalmologic devices 

o Dental devices 

o Devices for disinfection and sterilisation 

o Rehabilitation devices and active prostheses 

o Devices for patient positioning and transport 

o Devices for in vitro fertilisation and assisted reproductive technologies 

o Software 

o Medical gas supply systems and parts thereof 

 Devices for imaging 

o Devices utilising ionising radiation 

o Devices utilising non-ionising radiation 

 Monitoring devices 

o Monitoring devices of non-vital physiological parameters 

o Monitoring devices of vital parameters 

 Devices for radiation therapy and thermo therapy 

o Devices utilising ionising radiation 

o Devices utilising non-ionising radiation 

o Devices for hyperthermia / hypothermia 

o Devices for (extracorporal) shock-wave therapy (lithotripsy) 

 Active implantable medical devices3 

o Active implantable medical devices for stimulation or inhibition 

o Active implantable medical devices delivering drugs or other substances 

                                                           
2 Including raw materials, semi-finished products and components 
3 Including raw materials, semi-finished products and components4 Including raw materials, semi-finished products and 
components 
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o Active implantable medical devices for support or replacement of organ 
functions 

 In vitro diagnostics4  

 Reagents and reagent products, including related calibrators and control materials 
for 

o Clinical chemistry 

o Immunochemistry (immunology) 

o Haematology/haemostasis/immunohaematology 

o Microbiology 

o Infection immunology 

o Histology/cytology 

o Genetic testing 

 In vitro diagnostic instruments and software 

 IVD utilising/incorporating materials of human origin 

 

 Sterilisation method for medical devices5 

 With ethylene oxide 

 With moist heat 

 With radiation (gamma, electron, X-ray) 

 With hydrogen peroxide 

 With dry heat 

 With formaldehyde including low-temperature steam formaldehyde sterilisation  

 Aseptic filling 

 With liquid sterilising agents 

 Medical devices incorporating/utilising specific substances/technologies6  

 Medical devices incorporating medicinal substances in accordance with Directive 
2001/83/EC 

 Medical devices utilising tissues of animal origin 

                                                           
4 Including raw materials, semi-finished products and components 
5 Restricted to the medical devices included in the scope of application 

6 Restricted to the medical devices included in the scope of application7 Restricted to the medical devices included in 
the scope of application
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o Including Regulation (EU) No 722/2012 

 Medical products incorporating derivatives of human blood in accordance with 
Directives 2000/70/EC and 2001/104/EC 

 Medical devices which are also machines within the meaning of Directive 
2006/42/EC 

 Medical devices utilising/incorporating micromechanics 

 Medical devices utilising/incorporating nanomaterials 

 Medical devices utilising/incorporating biological active coatings and/or materials or 
being wholly or mainly absorbed 

 Medical devices containing or using software or controlled by software 

 Repair, maintenance and installation of medical devices7 

 Trade of medical devices 

 Transport of medical devices 
 
 

 

 

                                                           
7 Restricted to the medical devices included in the scope of application


