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European foreword 

The text of document 66/570/FDIS, future edition 2 of IEC 61010-2-040, prepared by IEC/TC 66 
"Safety of measuring, control and laboratory equipment" was submitted to the IEC-CENELEC parallel 
vote and approved by CENELEC as EN 61010-2-040:2015. 

The following dates are fixed: 

• latest date by which the document has to be implemented at 
national level by publication of an identical national 
standard or by endorsement 

(dop) 2016-05-11 

• latest date by which the national standards conflicting with 
the document have to be withdrawn 

(dow) 2018-08-11 

 

This document supersedes EN 61010-2-040:2005. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CENELEC [and/or CEN] shall not be held responsible for identifying any or all such 
patent rights. 

Endorsement notice 

The text of the International Standard IEC 61010-2-040:2015 was approved by CENELEC as a 
European Standard without any modification. 

In the official version, for Bibliography, the following notes have to be added for the standards indicated: 

IEC 60079 NOTE Harmonized in EN 60079 series. 

IEC 60335-2-4 NOTE Harmonized as EN 60335-2-4. 

IEC 60335-2-5 NOTE Harmonized as EN 60335-2-5. 

IEC 60335-2-7 NOTE Harmonized as EN 60335-2-7. 

IEC 60335-2-11 NOTE Harmonized as EN 60335-2-11. 

IEC 60335-2-58 NOTE Harmonized as EN 60335-2-58. 

IEC 60601-1 NOTE Harmonized as EN 60601-1. 

IEC 60825-1 NOTE Harmonized as EN 60825-1. 

IEC 61010-2-010 NOTE Harmonized as EN 61010-2-010. 

IEC 61058 NOTE Harmonized in EN 61058 series. 

IEC 61672-1 NOTE Harmonized as EN 61672-1. 
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IEC 61672-2 NOTE Harmonized as EN 61672-2. 

IEC 62061 NOTE Harmonized as EN 62061. 

IEC 62304 NOTE Harmonized as EN 62304. 

ISO 10472 NOTE Harmonized in EN ISO 10472 series. 

ISO 12100:2010 NOTE Harmonized as EN ISO 12100:2010. 

ISO 13849-2 NOTE Harmonized as EN ISO 13849-2. 

ISO 14971 NOTE Harmonized as EN ISO 14971. 
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Annex ZA 
(normative) 

 
Normative references to international publications 

with their corresponding European publications 

The following documents, in whole or in part, are normatively referenced in this document and are 
indispensable for its application. For dated references, only the edition cited applies. For undated 
references, the latest edition of the referenced document (including any amendments) applies. 

NOTE 1 When an International Publication has been modified by common modifications, indicated by (mod), 
the relevant EN/HD applies. 

NOTE 2 Up-to-date information on the latest versions of the European Standards listed in this annex is 
available here: www.cenelec.eu. 

 

Publication Year Title EN/HD Year 

Addition to Annex ZA of EN 61010-1:2010: 

IEC 61770 -   Electric appliances connected to the water 
mains - Avoidance of backsiphonage and 
failure of hose-sets 

EN 61770 -   

IEC 62471 -   Photobiological safety of lamps and lamp 
systems 

EN 62471 -   

IEC/TR 62471-2 -   Photobiological safety of lamps and lamp 
systems -  
Part 2: Guidance on manufacturing 
requirements relating to non-laser optical 
radiation safety 

- -   

ISO 3585 -   Borosilicate glass 3.3 - Properties - -   

ISO 4126-1 -   Safety devices for protection against 
excessive pressure -  
Part 1: Safety valves 

EN ISO 4126-1 -   

ISO 4126-2 -   Safety devices for protection against 
excessive pressure -  
Part 2: Bursting disc safety devices 

EN ISO 4126-2 -   
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SAFETY REQUIREMENTS FOR ELECTRICAL EQUIPMENT FOR  
MEASUREMENT, CONTROL, AND LABORATORY USE –  

 
Part 2-040: Particular requirements for sterilizers and  
washer-disinfectors used to treat medical materials 

 
 
 

1 Scope and object 

This clause of Part 1 is applicable except as follows: 

1.1.1 Equipment included in scope 

Replacement: 

Replace the existing text with the following: 

This part of IEC 61010 specifies safety requirements for electrical equipment intended for 
sterilization, washing, and disinfection of medical materials in the medical, veterinary, 
pharmaceutical and laboratory fields, when used under the environmental conditions of 1.4. 

Examples of such equipment include the following: 

a) sterilizers and disinfectors using steam, and/or hot water as the sterilant;  

b) sterilizers and disinfectors using toxic gas, toxic aerosol or toxic vapour as the sterilant; 

c) sterilizers and disinfectors using hot air or hot inert gas as the sterilant; and 

d) washer disinfectors. 

1.1.2 Equipment excluded from scope 

Addition: 

Add the following note to item f): 

NOTE IEC 60601-1 defines medical electrical equipment as follows:  

Electrical equipment, provided with not more than one connection to a particular supply MAINS and intended by its 
manufacturer to be used in the diagnosis, treatment, or monitoring of a patient; and that makes physical or 
electrical contact with the patient or transfers energy to or from the patient or detects such energy transfer to or 
from the patient. 

Addition: 

Add the following new second paragraph: 

This part of IEC 61010 does not apply to the following types of equipment: 

aa) equipment for use in hazardous atmospheres (see IEC 60079) but does apply to an 
atmosphere created inside equipment by a flammable sterilizing agent (see 13.0); 

bb) laboratory equipment for the heating of materials for other purposes than sterilization or 
disinfection (see IEC 61010-2-010); 

cc) laundry equipment (see IEC 60335-2-4, IEC 60335-2-7, IEC 60335-2-11, and 
ISO 10472), unless designed for disinfecting medical materials; 

dd) dishwashers (see IEC 60335-2-5 and IEC 60335-2-58). 
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