
The requirements set out in the directive 93/42/EEC, also 
known as MDD (Medical Device Directive), must be observed 
in order to market and manufacture medical equipment for 
hospitals.

According to the directive, a medical device is a product which, 
as identified by the manu facturer, is to be used separately or 
in combination with other equipment on human beings to 
solely or primarily;
1. diagnose, prevent, monitor, treat or alleviate an illness,
2. diagnose, monitor, treat, alleviate or compensate an injury 

or handicap,
3. investigate, replace or modify the anatomy or of a physiolo-

gical process or
4. control of conception.

The manufacturer states the intended use of the product and 
this forms the basis as to whether it is a medical device and to 
which class the product is to be assigned. 
 We say that:
“A ward room panel is a wall mounted supply unit for the dist-
ribution of electricity, medical gases and air and extraction
of anaesthesia gases connected to the hospital’s fixed instal-
lations. And can house lighting for general light, reading light, 
examination light and night light. The user connects the 
equipment to intended media. Users here are persons that 
have a need of the hospital ward panel’s functions.” 
 It is because medical gases are judged to be pharmaceuti-
cals, that a hospital ward panel is considered to be a medical 
device. In the lowest class IIa. If, in addition, we include com-
ponents in the panel that control the supply of medical gases 
it is considered to class IIb.
 MDD is implemented in the Medical Products Agency’s code 
LVFS 2003:11.
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Appendix 1 Essential demands
We follow the most essential requirements through type test-
ing our products in accordance with the harmonised stand-
ards, which are EN 60601-1 Medical electrical equipment. 
General requirements for basic safety and essential perform-
ance and EN ISO 11197:2009 Medical supply units. 
 However, we cannot conform to the essential demands with 
just these, but must supplement with risk analyses, technical 
file, operating and installation instructions.

Appendix 9 Classification criteria
A medical device must be classified in one of the following 
classes: I, IIa, IIb or III. By using our intended usage, we have 
classified our products, which have been assigned class IIa 
while others have been assigned class IIb. We report which 
class each product is assigned to in our declaration of conform-
ity and in this catalogue in the technical information section.
 It is ultimately the classification that determines which 
third party assessment is required. 

Appendix 2 Quality assurance
Fagerhult has chosen to use appendix 2 which means a 
system for complete quality assurance. This comprises design, 
manufacture and final inspection. As the third party or scru-
tinizing body we have engaged Intertek ETL SEMKO, who has 
audited our entire quality system. Accordingly, we CE-mark our 
products with a CE-mark including SEMKO’s number 0413.

Reporting obligation
Medical devices also comprise a reporting obligation for ac-
cidents and near-accidents when our products are involved.
In this case we follow the guidelines in MEDDEV 2.12-1 (last 
revision) and report these to the Medical Products Agency and 
our scrutinizing body. In a corresponding manner the hospital 
reports to the National Swedish Board of Health and Welfare.


