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Regulations 
A "regulation" is a binding legislative act. It must be applied in its entirety across the EU.  

 

Directives 
A "directive" is a legislative act that sets out a goal that all EU countries must achieve. 

However, it is up to the individual countries to devise their own laws on how to reach these 

goals.  



Machinery directive 2006/42/CE  

Essential health and safety requirements (EHSRs) 

(compulsory – mandatory) 

Reason:  Free circulation of goods 



the safety result during the use of work equipment depends on a 

combination of factors that are CLEARLY EXPRESSED ABOVE 

 

 



- CE marking 

- Declaration of conformity 

- Technical specifications 

- User information manual 

https://ec.europa.eu/docsroom/documents/24722 

Guide to application of the Machinery Directive 2006/42/EC - Edition 2.1  



New guide foreseen for 2018 

 

 Electromagnetic Compatibility Directive (EMC): 2014/30/EU   

Radio Equipment Directive (RED): 2014/53/EU 

Guide available @ http://ec.europa.eu/docsroom/documents/23321 

 Low voltage Directive (LVD) (2014/35/EU): ensures that electrical 

equipment within certain voltage limits provides a high level of 

protection for European citizens 

ATEX Directive : 2014/34/EU: for explosive atmospheres  

And more… 



Institutes for  
 

VOLUNTARY TECHNICAL NORMS 

   
Electrical All others 

World IEC ISO 

EU CENELEC CEN 

Italy CEI UNI 



Norm HIERARCHY  
(most published on official EU gazzette and therefore armonized) 
    

A  ALL MACHINERY (12100,…) 

 

B  SAFETY DEVICES/ASPECTS 

  B1 (13857, 60204,…) 

  B2 (14119, 13850,…) 

 

C  SPECIFIC MACHINERY 





Technical regulation related to ISO 12100:2010 

ISO/TR 22100-1:2015(E) 

provides assistance to the designer/manufacturer of 

machinery and related components as to 

how the system of existing type-A, type-B and type-C 

machinery safety standards should be applied in order to 

design a machine to achieve a level of tolerable risk by 

adequate risk reduction 

TR are important documents but no norms and no armonized, contains examples 

No presumption of conformity 



More on the topic “inform users” 

UNI 10893:2000 Instructions for use - Articulation And Esposition Of The Content  

UNI 10653:2003 Quality Of Product Technical Documentation 

UNI/TS 11192:2006 Guidelines For Classification  

UNI/TS 11083:2003 
Guidelines To Prepare Useful Documents For Instruction And Training For The 

Use Of Goods  

UNI ISO 15226:2007 Life cycle model 



SAFETY - SECURITY 
 IEC 63074 

Primary aspect:  
Human’s Safety 

Secondary aspect: 
Data’s Security 

WARNING:  

a compromised 
parameter could 

become a SAFETY 
related problem 

IEC 62443-2-4:2015 (IEC/TC65)  
“Security for industrial automation and 
control systems - Part 2-4: Security program 
requirements for IACS (industrial automation 
and control systems) service providers”. 

Machinery 
Directive  

2006/42/CE 



• Regulation on materials and articles intended to come 

into contact with food 1935/2004 

• Regulation on plastic materials and articles intended to 

come into contact with food 10/2011 

• Regulation of GMP on good manufacturing practice for 

materials and articles intended to come into contact with 

food 2023/2006 



For operation see also D.lgs. 81/2008 

if you are operating in this country 



Successor of EN 1088 

EN ISO 14119 = type B2-Standard 

Interlocking devices associated with 
guards -- Principles for design and 
selection 

Focus on measures required to minimize 
defeat possibilities 

It is addressed to device and machinery 
manufacturers 





Successor of EN 953 

ISO/DIS 14120 type-B2 standard  
(General requirements for the design and 
construction of fixed and movable guards) 

Machine must be designed, built and 

positioned with safety distances to prevent 

hazard zones being reached by upper and 

lower limbs as indicated in ISO 13857 





IEC 62046:2018  

Application of protective equipment to detect the 
presence of persons   

Usable in absence of inertia 

This technical specification covers the application of electro-

sensitive protective equipment (ESPE) and pressure 

sensitive mats and floors (PSPD) 



-   IEC 60204-1 Safety of machinery - Electrical equipment of 

machines - Part 1: General requirements.” 

applies to electrical, electronic and programmable electronic 

equipment and systems to machines not portable by hand while 

working, including a group of machines working together in a co-

ordinated manner. 

 
- IEC 61439-2 “Low-voltage switchgear and controlgear 

assemblies (LV panels) - Part 2: Power switchgear and 

controlgear assemblies” that  establish requirements for 

electrical panels, including machine electrical panels. 

 

- ATTENTION – PARTIAL OVERLAP 



    More upcoming (abstract) 

‐    published 2017: 

IEC 62745 (ED1) Safety of machinery - Requirements for cableless control systems of machinery. 

ISO/IEC 17305 (ED1) Safety of machinery - Safety functions of control systems. 

IEC 61511-1:2016+AMD1:2017 CSV Consolidated version Functional safety - Safety instrumented systems for the process 

industry  

‐    maintenance/development: 

IEC  60204-11 (ED2) Safety of machinery - Electrical equipment of machines - Part 11: Requirements for HV 

equipment for voltages above 1000 V A.C. or 1500 V DC and not exceeding 36 kV. 

IEC 61496-3 (ED3) Safety of machinery - Electro-sensitive protective equipment –  

Part 3: Particular requirements for Active Opto-electronic Protective Devices responsive to Diffuse Reflection (AOPDDR). 

IEC 62046 (ED3) Safety of machinery – Application of protective equipment to detect the presence of persons. 

IEC 62061 (ED2) Safety of machinery - Functional safety of safety-related electrical, electronic and programmable control systems. 

IEC 62998-721 (ED1) Safety of machinery - Electro-sensitive protective equipment - Safety-related sensors for protection of 

person. 

IEC TR 63161 (ED1) Assignment of a safety integrity requirements - Basic Rationale. 

‐    New Projects: 

IEC 62046 (ED1) Safety of machinery - Application of presence sensing protective equipment to machinery. 

…… 

 

 



    THANKS ! 


