
 

THE DEPARTMENT FOR BUSINESS, ENERGY & INDUSTRIAL STRATEGY 
NOTICE OF PUBLICATION 

0002/21 
of 1 January 2021 

of references to standards for conformity assessment and management 
systems 

This notice confirms that:  

a) The references to standards listed in Annex I to this notice are published for 
the purposes of the legislation listed in Annex III to this notice, and 
accordingly are designated pursuant to that legislation in relation to England 
and Wales and Scotland. 

b) The references to standards listed in Annex II to this notice are published for 
the purposes of the legislation listed in Annex III but will be removed from 
publication from the dates set out in that Annex.  Accordingly, each of these 
standards will not be designated, or give rise to any presumption of 
conformity, on or after the date set out in respect of it. 
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ANNEX I 

No Reference of standard 

1.  EN ISO 9000:2015 
Quality management systems — Fundamentals and vocabulary  

2.  EN ISO 9001:2015 
Quality management systems — Requirements  

3.  EN ISO 15189:2012 
Medical laboratories — Requirements for quality and competence  

4.  EN ISO 15195:2003 
Laboratory medicine — Requirements for reference measurement laboratories  

5.  EN ISO 15195:2019 
Laboratory medicine - Requirements for the competence of calibration laboratories using 
reference measurement procedures (ISO 15195:2018) 

6.  EN ISO/IEC 17000:2004 
Conformity assessment — Vocabulary and general principles  

7.  EN ISO/IEC 17020:2012 
Conformity assessment — Requirements for the operation of various types of bodies performing 
inspection  

8.  EN ISO/IEC 17021-1:2015 
Conformity assessment — Requirements for bodies providing audit and certification of 
management systems — Part 1: Requirements 

9.  EN ISO/IEC 17024:2012 
Conformity assessment — General requirements for bodies operating certification of persons  

10.  EN ISO/IEC 17025:2005, EN ISO/IEC 17025:2005/AC:2006 
General requirements for the competence of testing and calibration laboratories (ISO/IEC 
17025:2005) 

11.  EN ISO/IEC 17025:2017 
General requirements for the competence of testing and calibration laboratories 

12.  EN ISO/IEC 17029:2019 
Conformity Assessment - General principles and 
requirements for validation and verification bodies (ISO/IEC 17029:2019) 

13.  EN ISO 17034:2016 
General requirements for the competence of reference material producers  

14.  EN ISO/IEC 17040:2005 
Conformity assessment — General requirements for peer assessment of conformity 
assessment bodies and accreditation bodies  

15.  EN ISO/IEC 17043:2010 
Conformity assessment — General requirements for proficiency testing  

16.  EN ISO/IEC 17050-1:2010 
Conformity assessment — Supplier's declaration of conformity — Part 1: General requirements  

17.  EN ISO/IEC 17050-2:2004 
Conformity assessment — Supplier's declaration of conformity — Part 2: Supporting 
documentation  

18.  EN ISO/IEC 17065:2012 
Conformity assessment — Requirements for bodies certifying products, processes and services 

19.  EN ISO/IEC 17067:2013 
Conformity assessment — Fundamentals of product certification and guidelines for product 
certification schemes  
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20.  EN ISO 19011:2018 
Guidelines for auditing management systems  

21.  EN ISO 22870:2016 
Point-of-care testing (POCT) — Requirements for quality and competence  
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ANNEX II 

No Reference of standard Date of removal from 
publication 

1. EN ISO 15195:2003 Laboratory medicine - Requirements for 
reference measurement laboratories (ISO 15195:2003) 

1 July 2022 

2. EN ISO/IEC 17025:2005 General requirements for the 
competence of testing and calibration laboratories (ISO/IEC 
17025:2005) EN ISO/IEC 17025:2005/AC:2006 

1 July 2021 
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ANNEX III 

1. The Medical Devices Regulations 2002 (S.I. 2002/618) 
2. The Supply of Machinery (Safety) Regulations 2008 (S.I. 2008/1597) 
3. The Ecodesign for Energy-related Products Regulations (S.I. 2010/2617) 
4. The Toys (Safety) Regulations 2011 (S.I. 2011/1881) 
5. The Restriction of the Use of Certain Hazardous Substances in Electrical and Electronic 

Equipment Regulations 2012 (S.I. 2012/3032)  
6. The Explosives Regulations 2014 (S.I. 2014/1638)  
7. The Pyrotechnic Articles (Safety) Regulations 2015 (S.I. 2015/1553) 
8. The Electromagnetic Compatibility Regulations 2016 (S.I. 2016/1091) 
9. The Simple Pressure Vessels (Safety) Regulations 2016 (S.I. 2016/1092) 
10. The Lifts Regulations 2016 (S.I. 2016/1093) 
11. The Equipment and Protective Systems Intended for Use in Potentially Explosive 

Atmospheres Regulations 2019 (S.I. 2016/1107) 
12. The Electrical Equipment (Safety) Regulations 2016 (S.I. 2016/1101) 
13. The Pressure Equipment (Safety) Regulations 2016 (S.I. 2016/1105) 
14. The Non-automatic Weighing Instruments Regulations 2016 (S.I. 2016/1152) 
15. The Measuring Instruments Regulations 2016 (S.I. 2016/1153) 
16. The Recreational Craft Regulations 2017 (S.I. 2017/737) 
17. The Radio Equipment Regulations 2017 (S.I. 2017/1206)  
18. Regulation (EU) No 305/2011 of the European Parliament and of the Council laying down 

harmonised conditions for the marketing of construction products (as it has effect in domestic 
law) 

19. Commission Implementing Regulation (EU) No 402/2013 on the common safety method for 
risk evaluation and assessment (as it has effect in domestic law) 

20. Regulation (EU) 2016/424 of the European Parliament and of the Council on cableway 
installations (as it has effect in domestic law) 

21. Regulation (EU) 2016/425 of the European Parliament and of the Council on personal 
protective equipment (as it has effect in domestic law) 

22. Regulation (EU) 2016/426 of the European Parliament and of the Council on appliances 
burning gaseous fuels (as it has effect in domestic law)  

23. Regulation (EU) 2017/1369 of the European Parliament and of the Council of 4 July 2017 
setting a framework for energy labelling and repealing Directive 2010/30/EU (as it has effect 
in domestic law 
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