
 

 

Machinery Directive 2006/42/EC 

All machinery and safety devices are subject to Directive 2006/42/EC, known as "Machinery Directive", 
implemented in Italy with Legislative Decree 17/2010.  
 
This Directive requires CE Marking on all products, which must also be accompanied by the EC Declaration 
of Conformity. 
The essential requirements of the Machinery Directive concern its mechanical and electrical safety, as well 
as the product documentation and its instructions for use. 
 
The Directive 2006/42/EC, the application of which has been mandatory since 30 December 2009, has 
replaced Directive 98/37/EC, and represents a well needed comprehensive revision after more than 15 years 
application of the first edition. 
 
In co-operation with certification bodies, CTAI can provide the following services: 

 Identification of the applicable requirements of the Directive and the relevant harmonised standards 

 Choice of application Modules of the Directive 

 Execution of regulation compliance testing in affiliated laboratories 

 Risk analysis and Technical File 

 Machinery testing with issue of Test Report 

 Training courses for design, verification and validation of safety components and safety systems 
 
 
Comparison between Directive 2006/42/EC and Directive 98/37/EC 
The main changes introduced by Directive 2006/42/EC with respect to Directive 98/37/EC can be 
summarised as follows: 
 
Scope and Definitions 

- Extension of the scope covering also: 
• lifting accessories and chains, ropes and belts for lifting 
• construction hoists and elevators with speeds up to 0.15 m/s 
• portable cartridge-operated equipment, where the cartridge is not a direct action on the 

workpiece, such as nail guns, pistols for slaughtering or for branding. In this case the EC 
marking requirements in accordance with the Machinery Directive shall run from 29th June 
2011 

• safety components 
 

- Introduction of a new definition for safety components and an annex with a list of them for guidance 
and updatable by the Commission (with the assistance of a "Machinery Committee") without any 
change to the Directive. Excluded from the scope of application are any safety components intended 
to be used as spare parts to replace identical components and supplied by the manufacturer of the 
original machinery. 

 
- Reformulation of the exclusions from the scope of all means of transport in general, taking into 

account the risks covered by specific Directives on agricultural tractors (2003/37/EC) and vehicles 
falling within the scope of Directives 70/156/EEC and 2002/24/EC;  

 
- Introduction of the list of products belonging to the scope of the Low Voltage Directive and therefore 

excluded from the Machinery Directive: 
• appliances intended for domestic use 
• audio and video equipment 
• information technology equipment 
• ordinary office machinery 
• link equipment and low voltage control 
• electric motors 

The fact that a product covered by one or another field of application is no longer therefore based on 
"the main source of risk" identified during the risk assessment. For all other equipment not listed 



 

 

above the safety requirements of the Low Voltage Directive shall apply with respect to electrical 
hazards, while all the essential requirements and other obligations, such as conformity assessment 
and the placing on the market are regulated exclusively by the Machinery Directive. 

 
- Introduction of the concept of "partly-completed machinery": 

• This means “an assembly which is almost machinery but which cannot in itself perform a 
specific application. A drive system is partly completed machinery. Partly completed 
machinery is only intended to be incorporated into or assembled with other machinery or 
other partly completed machinery or equipment, thereby forming machinery to which this 
Directive applies”.  

• They have not to be CE marked and they follow different procedures than those provided for 
other products covered by the Directive. Even the documentation to be produced shall 
denominated in a different way, to avoid confusion: 

 "Relevant Technical Documentation" 
 "Declaration of Incorporation" 
 "Assembly instructions" 

• As part of market surveillance, Member States must take all appropriate measures to ensure 
that the "partly-completed machinery" are only placed on the market if they satisfy the 
provisions of the Directive that concern them, but the strict procedures of the safeguard 
clauses do not apply, as these are provided solely for machinery. 

• The new Directive gives manufacturers of "partly-completed machinery" that meet one or 
more of the Essential Safety Requirements of Annex I the possibility of declaring their 
correspondence to requirements met. In this way, these products have added value on the 
market since, for risks relative to the satisfied requirements, they provide a greater 
guarantee to the manufacturer of the final machinery that uses them.  

 
• Two concepts should be highlighted:  

 The manufacturer of partly-completed machinery is free to establish which essential 
safety requirements to meet, and then declare them to be met, with the consequent 
obligations arising from the compilation of relevant documents. The requirements of 
Annex I, in fact are not required for partly-completed machinery, but are required 
only for machinery, i.e. for finished products. 

 For the purposes of proceedings referred to in the safeguard clause, the sole 
responsibility of the complete machinery is the one who draws up the EC 
Declaration of Conformity, or the manufacturer of the machinery itself. 

 
- Changes to the definition of machinery: 

• The new definition of machinery is “"an assembly, fitted with or intended to be fitted with a 
drive system other than directly applied human or animal effort, consisting of linked parts or 
components, at least one of which moves, and which are joined together for a specific 
application”. 

• Upon completion of this basic definition, four appendixes were added that also include 
complex machinery and the hand-operated equipment for lifting weights. 

• The greatest novelty, however, is the inclusion of machinery sold without the engine or, more 
generally, without a "separate drive system" which, according to the most widespread 
interpretations, may also include the transmission system, including accessory devices such 
as the brake and parts of the control system closely related thereto. 

 
- On the whole, the new Machinery Directive therefore applies to the following products: 

a) machinery 
b) interchangeable equipment 
c) safety components 
d) lifting accessories 
e) chains, ropes and belts 
f) removable mechanical transmission devices 
g) partly completed machinery 
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- For a correct reading of the new Directive text, it should be noted that every time the word 
"machinery" is mentioned, it refers to all products included in the scope of the Directive with the 
exclusion of partly completed machinery, to which articles and/or specific clauses or provisions and 
procedures are dedicated. 

 
Certification procedures  

- Introduction to the CE marking, including on safety components removable mechanical transmission 
devices and chains, ropes and belts;  

 
- Obligation to include in the Technical File the documentation relative to the risk assessment 

performed during the design phase of the machinery, showing the procedure followed;  
 
- Amendments to Annex IV, including: 

• exclusion of internal combustion engines to be fitted to machinery for works underground 
• exclusion of machinery for the manufacture of pyrotechnics 
• inclusion of logical units with safety functions (previously only those related to bimanual 

controls were included) 
• inclusion of all protective devices designed to detect persons (previously included only EHS) 

 
- Changes in Certification procedures for machinery in Annex IV: for machinery (and therefore also 

safety components) covered in Annex IV, there are two cases: 
• Those that were manufactured according to harmonised standards and such standards 

cover all relevant safety and health protection: the manufacturer may then apply one of the 
following procedures:  
a) the procedure for assessing conformity with internal checks on the manufacture of the 

machinery (Annex VIII) 
b) The examination procedure for the EC type (Annex IX), plus the internal checks on the 

manufacture of the machinery (Annex VIII, paragraph 3) 
c) the procedure for Total Quality (Annex X) 

• Those that were not manufactured in conformity or are only partially in conformity with 
harmonised standards, or where the harmonised standards do not cover all the relevant 
safety and health protection requirements, or no harmonised standards exist for the 
machinery in question: the manufacturer may then apply one of the following procedures: 
a) the examination procedure for the EC type (Annex IX), plus the internal checks on the 

manufacture of the machinery (Annex VIII, paragraph 3) 
b) the procedure for Total Quality (Annex X) 

The possibility of presenting the technical file to a notified body without providing any verification 
therein was therefore eliminated, while the Total Quality procedure has been inserted, and only in 
case of compliance with the harmonised standards, a conformity assessment procedure with internal 
checks on the manufacture, without any intervention of the Notified Body. 

 
- Introduction of the expiry (after five years), of the validity of the type examination certificate issued by 

Notified Bodies.  
 
EC Declarations 

- The new Directive provides only 2 types of declaration (Annex II): 
IIA - the EC Declaration of Conformity for machinery;  
IIB - the Declaration of Incorporation for partly completed machinery. This declaration must include a 
list of RES fulfilled 

 
- Both declarations contain another very important novelty: the explicit indication of the person 

authorised to compile the Technical File of Manufacture or the Relevant Technical Documentation 
(name and address in the EU) 

 



 

 

CE Marking 
- The affixing of the CE marking has undergone the following changes (Annex III): 

o it must be affixed in the immediate vicinity of the manufacturer name or his authorised 
representative 

o if the Total Quality procedure has been applied, it must be followed by the number of the 
Notified Body who carried out the surveillance 

 
Essential Health and Safety Requirements 

- Introduction of requirements applicable to new products released within the scope, such as 
cosmetics and pharmaceuticals, construction hoists and elevators with speeds of less than 
0.15m/sec, portable fixing machinery and other impact machinery. 

 
- Adjustment of the terms used to the ones used in harmonised standards and the common language 

has been consolidated in recent years among safety operators. 
 
- Sorting and reformulation of the part related to the content of the instructions for use, which is now 

very comprehensive and provides valuable guidance for manufacturers, with a better specification of 
language to be used and instructions for use. 

 
- More focus on the procedure for risk assessment, as well as concepts related to ergonomics, 

expressing in a more extensive and comprehensive manner the principles of the man/machinery 
relationship. The requirement on the software which prescribed that the software between the 
operator and control system or control of a machinery must be designed so that it was easy to use 
has been eliminated. 

 
- Noise and vibration: introducing the concept that "The level of noise/vibration can be assessed with 

reference to comparative emission data for similar machinery";in addition, the statement on the 
acoustic power emitted by the machinery (to be included in the instructions) is necessary when the 
pressure level exceeds 80 dB(A) (previously this was 85 dB(A)) 
 

- Restructuring of the requirements for the part relating to command systems, maintaining the 
principles expressed virtually intact. Some requirements have been introduced which take account of 
operational needs and safety of certain types of machinery such as vending machinery, and 
machinery with remote control, that are now becoming more and more common. It introduced the 
concept of the "stop operation" which is a stop that, for operational reasons, does not interrupt the 
power supply of drives: if, for operational reasons, you need a stop command that does not interrupt 
the supply of drives, shutdown conditions must be monitored and maintained. As far as the 
emergency stop is concerned, the concept that this constitutes an additional protection measure has 
been made clear. This should be installed in addition to the required safety measures, not in 
substitution.  
 

- Introduction of mandatory use of type B guards (interlocking movable guards), concerning the choice 
of protection against risks from moving transmission parts, where required by risk assessment, as 
well as for movable guards involved in processing.  

 
- Important changes to the additional conditions specified in Parts 4 and 6, concerning the "lifting 

operations" and the "lifting of persons" (Part 4 refers to the lifting of persons and/or things, but only 
regarding hazards exposed to people who work outside the machinery in question, while Part 6 
refers mainly to the dangers faced by people using the machinery for their own handling). These 
parts have been completely reformulated and restructured to cover the introduction of construction 
hoists and elevators with speeds less than 0,15 m/s within the scope of the Directive. 

 



 

 

Various  
- Introduction of specific measures regarding "potentially dangerous machinery" (i.e. machinery that 

could be dangerous as it is technically similar to those withdrawn from the market or because they 
were built on the basis of harmonised rules that are no longer considered as meeting the essential 
safety requirements of the Directive). For these machinery, the Commission may adopt specific 
measures to prohibit or restrict their placing on the market or to subordinate them to special 
conditions 

 
- Imposing of more stringent restrictions by Notified Bodies and Member States 

 
- Implementation of "effective, proportionate and dissuasive" sanctions against Member States in 

regard to violations of national standards which transpose the Directive 

 


