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DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC 
concerning medical devices with the Identification Number 0297. 1 / 2
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EC-CERTIFICATE 
(Full quality assurance system) 

This is to certify that the company 
 

 
 
Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 
has implemented and maintains a full quality assurance system which applies to the products 
at every stage from design to final controls. 
 
Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, 
it was verified that the management system fulfills the requirements of 
 
Annex II – excluding Section 4 of Council Directive 93/42/EEC 
concerning medical devices 
 
with respect to the following medical devices: 

Disinfectant for medical devices and wound care products as listed in annex. 

The manufacturer is subject to surveillance according to Annex II, Section 5. The CE marking 
with the Notified Body Identification Number (0297) may be affixed on the devices listed in the  
certificate. An EC Design Examination Certificate according to Annex II, Section 4 is required 
for class III devices covered by this certificate. The certificate is in the case of class I(s) devices  
(I(s) = class I products placed on the market in sterile conditions) limited to the aspects of 
manufacture concerned with securing and maintaining sterile conditions. The certificate is in 
the case of class I(m) devices (I(m) = class I devices with a measuring function) limited to the 
aspects of manufacture concerned with the conformity of the products with the metrological 
requirements. 
 
Certificate registration no. 

Certificate unique ID 

Effective date 

Expiry date 

Frankfurt am Main 

004567 MR2 

170730505 

2018-12-19 

2023-12-18 

2018-12-19 

 

DQS Medizinprodukte GmbH 
 

   
Sigrid Uhlemann 
Managing Director  

Dr. Thomas Feldmann 
Head of Certification Body  

 
 

mailto:medical.devices@dqs-med.de


 
Annex to certificate 
Certificate registration No.: 004567 MR2 
Certificate unique ID: 170730505 
Effective date: 2018-12-19 
 
 
Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 
 
 
 
 

This annex is only valid in connection with the above-mentioned certificate. 2 / 2
 

 

Device Class 

Surface disinfectant for medical devices 
 

IIa 
 

Disinfectant for automated reprocessing of bedpans 
 

IIa 

Disinfectant for automated and manual reprocessing 
of medical instruments 
 

IIb 

Wound care products IIb 
 



 

August-Schanz-Straße 21, 60433 Frankfurt am Main, 
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CERTIFICATE 

This is to certify that 
 

 
 
Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 
 
with the organizational units/sites as listed in the annex 

has implemented and maintains a Quality Management System.  

Scope: 
Development, production and sales of products for hygiene, body care and preservation. 
 
  

Through an audit, documented in a report, it was verified that the management system 
fulfills the requirements of the following standard: 
 
 

ISO 9001 : 2015 

 

Certificate registration no. 

Certificate unique ID 

Effective date 

Expiry date 

Frankfurt am Main 

004567 QM15 

170730583 

2018-12-19 

2021-11-17 

2018-12-19  

DQS Medizinprodukte GmbH 
 

   
Sigrid Uhlemann 
Managing Director  

  
 

mailto:medical.devices@dqs-med.de


 
Annex to certificate 
Certificate registration No.: 004567 QM15 
Certificate unique ID: 170730583 
Effective date: 2018-12-19 
 
 
Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 
 
 
 
 

This annex is only valid in connection with the above-mentioned certificate. 2 / 3
 

 

Location Scope 

Schülke & Mayr GmbH 
Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 

Development, production and sales of 
products for hygiene, body care and 
preservation. 

Schülke & Mayr AG 
Sihlfeldstrasse 58 
8003 Zürich 
Switzerland 

Sales of products for hygiene, body care and 
preservation. 
 

Schülke & Mayr Ges. m. b. H. 
Seidengasse 9 
1070 Wien 
Austria 

Sales of products for hygiene, body care and 
preservation. 
 

Schülke & Mayr GmbH 
Altenhöfer Allee 5 
60438 Frankfurt 
Germany 

Sales of products for hygiene, body care and 
preservation. 

Schülke France S.A.R.L. 
22, Terrasse Bellini 
Paris La Defense 
92800 Puteaux Cedex 
France 

Sales of products for hygiene, body care and 
preservation. 
 
 
 

Schülke & Mayr UK Ltd. 
Cygnet House, 
1 Jenkin Road, Meadowhall 
Sheffield, S9 1AT 
United Kingdom 

Sales of products for hygiene, body care and 
preservation. 
 



 
Annex to certificate 
Certificate registration No.: 004567 QM15 
Certificate unique ID: 170730583 
Effective date: 2018-12-19 
 
 
Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 
 
 
 
 

This annex is only valid in connection with the above-mentioned certificate. 3 / 3
 

Location Scope 

Schülke & Mayr Italia S.R.L. 
Via Calabria, 31 
20158 Milano 
Italy 

Sales of industrial preservatives, 
products of hygiene for industrial 
production facilities and special additives 
for the cosmetic industry. 
 

Schülke & Mayr Benelux B.V. 
Oudeweg 8d 
2031 CC Haarlem 
Netherlands 

Sales of products for hygiene, body care and 
preservation. 
 

Schulke Polska Sp. z o.o. 
Eurocentrum Office Complex, 
Budynek Delta 
al. Jerozolimskie 132 
02-305 Warszawa 
Poland 

Sales of products for hygiene, body care and 
preservation. 
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CERTIFICATE 

This is to certify that the company 
 

 
 

Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 
 
with the organizational units/sites as listed in the annex 

has implemented and maintains a Quality Management System.  

Scope: 
Development, production and sales of products for disinfection and cleaning of medical 
instruments, devices and surfaces as well as for wound treatment.  

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was 
verified that the management system fulfills the requirements of the following standard: 
 
 

DIN EN ISO 13485 : 2016 + AC : 2017-07 
EN ISO 13485 : 2016 + AC : 2016 
ISO 13485 : 2016 

 

Certificate registration no. 

Certificate unique ID 

Effective date 

Expiry date 

Frankfurt am Main 

004567 MP2016 

170732268 

2019-03-30 

2021-12-18 

2019-03-30 
 

DQS Medizinprodukte GmbH 
 

   
Sigrid Uhlemann 
Managing Director  

Dr. Thomas Feldmann 
Head of Certification Body  

 
 

mailto:medical.devices@dqs-med.de


 
Annex to certificate 
Certificate registration No.: 004567 MP2016 
Certificate unique ID: 170732268 
Effective date: 2019-03-30  
 
 

Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 
 
 
 
 

This annex is only valid in connection with the above-mentioned certificate. 2 / 3
 

 

Location Scope 

Schülke & Mayr GmbH 
Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 

Development, production and sales of 
products for disinfection and cleaning of 
medical instruments, devices and surfaces as 
well as for wound treatment. 

Schülke & Mayr AG 
Sihlfeldstrasse 58 
8003 Zürich 
Switzerland 

Sales of products for disinfection and cleaning 
of medical instruments, devices and surfaces 
as well as for wound treatment. 

Schülke & Mayr Ges. m. b. H. 
Seidengasse 9 
1070 Wien 
Austria 

Sales of products for disinfection and cleaning 
of medical instruments, devices and surfaces 
as well as for wound treatment. 

Schülke & Mayr GmbH 
Altenhöfer Allee 5 
60438 Frankfurt 
Germany 

Development and sales of products for 
disinfection and cleaning of medical 
instruments, devices and surfaces. 

Schülke France S.A.R.L. 
22, Terrasse Bellini 
Paris La Defense 
92800 Puteaux Cedex 
France 

Sales of products for disinfection and cleaning 
of medical instruments, devices and surfaces 
as well as for wound treatment. 

Schülke & Mayr UK Ltd. 
Cygnet House, 
1 Jenkin Road, Meadowhall 
Sheffield, S9 1AT 
United Kingdom 

Sales of products for disinfection and cleaning 
of medical instruments, devices and surfaces 
as well as for wound treatment. 

Schülke & Mayr Benelux B.V. 
Oudeweg 8d 
2031 CC Haarlem 
Netherlands 

Sales of products for disinfection and cleaning 
of medical instruments, devices and surfaces 
as well as for wound treatment. 



 
Annex to certificate 
Certificate registration No.: 004567 MP2016 
Certificate unique ID: 170732268 
Effective date: 2019-03-30  
 
 

Schülke & Mayr GmbH 
 

Robert-Koch-Straße 2 
22851 Norderstedt 
Germany 
 
 
 
 

This annex is only valid in connection with the above-mentioned certificate. 3 / 3
 

Location Scope 

Schulke Polska Sp. z o.o. 
Eurocentrum Office Complex 
Budynek Delta 
al. Jerozolimskie 132 
02-305 Warszawa 
Poland 

Sales of products for disinfection and cleaning 
of medical instruments, devices and surfaces 
as well as for wound treatment. 
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