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Customer information MDR 
 
 

Ladies and Gentlemen, 

 

We would like to inform you about the new EU Medical Device Regulation 2017 / 745 (MDR).  

 

Already today we, Hermann Bock GmbH, promise that every product placed on the market as of May 26, 

2020 will be compliant with the new EU Medical Products Directive. All technical documents as well as the 

declaration of conformity will be changed over by the deadline mentioned above. Accordingly, we are 

already working on the necessary adjustments to our processes.  

 

Products lawfully placed on the market before May 26, 2020 in accordance with Directive 93/42/EEC may 

continue to be made available on the market or put into service until May 27, 2025 (cf. the transitional 

provisions pursuant to Article 120 of the MDR). 

 

More detailed information about the MDR can be found here: 

https://eur-lex.europa.eu/legal-content/DE/TXT/?uri=CELEX%3A32017R0745 

 

If you have any questions or require further information, please call us. 
 
With best regards 
 
Hermann Bock GmbH 
 
 
 
 
Meinolf Köhn  i.V. Isabella Barbarisi 
General Manager  Key Account Manager 



 

 

Comfort and nursing care beds from bock: Safety and quality at the highest level 

 

 

Modern medical devices, a challenge 

 

The objective of the European Medical Device Law is to use medical devices such as the bock comfort and 

nursing care beds safely and for the best benefit for patients, residents and professional caregivers, but 

also for uninvolved third parties. The new EU Medical Device Regulation 2017/745 (MDR) is currently in 

its introductory phase and will become law throughout the European Economic Area on May 26, 2020. 

 

The MDR makes high demands on the development, production and distribution of medical products: The 

scope of the medical device law is extended, while strict requirements apply to the safety and proof of 

the medical device. Modern products with new technologies and materials are changing the 

daily supply routine ever faster. Just think of the digitalisation of the caring process. Due to the increasing 

internationalisation of the market, the legal significance of product identification, traceability and 

monitoring is also increasing. 

  

This is a complex task that we as an internationally active and innovative company are happy to take on. 

Because new, high-quality and safe comfort and nursing care beds are an important component 

in the care of elderly, sick and disabled people, also against the background of demographic change. 

 

 

Taking responsibility 

 

However, MDR not only places high demands on the manufacturers of medical products, but also on 

dealers, operators and end users. Because the legislator has also issued comprehensive regulations for 

application and maintenance. 

 

Before the delivery, dealers must ensure the quality and safety of the products they sell and provide the 

rehabilitation and care facilities with all the information they need to ensure safe operation. Together 

with the manufacturer, they also have the task of continuously monitoring the products in the market and 

adapting the supply process - reasons enough for bock to work with qualified and trained specialist 

dealers. 

 

 

 



 

 

MDR conformity 

 

The production release takes place when it is ensured that the remaining residual risks are minimal, i.e. a 

risk-free application is guaranteed. According to MDR, Annex VIII, bock comfort and nursing care beds are 

to be classified as Class I active medical devices (lowest risk classification). Conformity with the 

requirements of the EU Medical Devices Directive is ensured by a conformity assessment procedure. 

 

 

Our Quality Management 

 

With our quality management system according to DIN EN ISO 9001 and DIN EN ISO 13485, we ensure the 

optimisation of work processes and ensure that our products comply with all valid standards and legal 

requirements. In addition, every comfort and nursing care bed is subjected to a comprehensive functional 

test at the production site after manufacture. Each initial delivery is accompanied by instruction in the 

proper handling of the product. We also offer training for the correct and safe usage of our electric 

nursing care beds. 

 

 

Together for the maximum safety 

 

Manufacturers, operators and end users form a team with clearly defined responsibilities for compliance 

with and implementation of safety regulations and protective measures. 

 

 The operator of a medical device is any natural or legal person who is responsible for the operation 

of a health care facility in which bock comfort and nursing care beds are used. An operator is also 

defined as someone who keeps medical devices ready for use outside health care facilities, e.g. 

medical supply stores and specialist dealers who lend comfort and nursing care beds.  

Likewise, health insurance funds must assume the operating obligations for the beds that they 

make available to the insured people. Operators and health insurance companies are among 

other things responsible for instructing the end user in usage and maintenance. 

 End users are those who professionally use a comfort and nursing care bed from bock in their 

caring process. The responsibility for the safe and professional usage of the bed is independent of 

hierarchies in the health facility, so that the user is responsible for fulfilling the legal obligations. 

 



 

 

Service and regular inspections 

 

Medical devices must be inspected regularly in accordance with the manufacturer's specifications and the 

generally accepted rules of technology in order to safely prevent wear and the associated dangers. 

The manufacturer has no influence on the extent to which the prescribed rules are observed by the 

operator. Therefore, the individual deadlines must be set and justified by the operator.  

 

However, the duties to avoid danger go beyond this and consist of duties to organise, inform, treat and 

cooperate. Tasks that can be assumed by the "Representative for Medical Device Safety" to be appointed 

by the operator. But also bock as a manufacturer simplifies the compliance with the necessary 

protective measures with time-saving services.  

 


