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. Introduction to CEN-CENELEC machinery sector (% CENELEC

» At this moment there are approximately 800 harmonised

standards (hEN) in support of machinery directive
2006/42/EC.

About 50 Technical Committees involved

One of the largest portfolio of hEN for a single NLF
legislative act.
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2. Classification of standards under Machinery Directive (k CENELEC

Classification of standards under Machinery Directive:

- type-A: basic concepts and general principles for design: EN
ISO 12100

- type-B: deal either with one safety aspect or a safeguard
used across a wide range of categories of machinery

- type-C: should preferably deal with all the significant hazards
concerning one type of machine or one group of machines
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3. Presumption of conformity with Machinery Directive (E CENELEC

Presumption of conformity with Machinery Directive

»Art. 7 (2) of Machinery Directive ‘Machinery manufactured in
conformity with a harmonised standard, the references to which
have been published in the Official Journal of the European
Union, shall be presumed to comply with the essential health
and safety requirements covered by such a harmonised
standard’.

»See also the European Commission’s Guide to application of
Machinery Directive, §110
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https://ec.europa.eu/docsroom/documents/24722
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4. Annex ZA/ZZ LE CENELEC

ANNEX ZA
(informative)

Relationship between this European Standard and the essential

AI I h a rm O n ISed Sta n d a rd S m u St requirements of Directive2006/42 /EC aimed to be covered
i n CI u d e a n A n n ex ZA, This European Standard has been prepared under a Commission’'s standardization request “M/396

Mandate to CEN and CENELEC for Standardisation in the field of machinery” to provide one voluntary

means of conforming to essential requirements of Directive 2006/42 /EC of the European Parliament and
A nn e X Z Z ( f o r ( : E N E L E ( : ) of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC (recast)
Once this standard is cited in the Official Journal of the European Union under that Directive, compliance

1 1 1 ith tt tive cl f this standard given in Table Z...1 confers, within the limits of th f
d e m O n St ra tl n g th e re I a tl O n S h I p ::;lis st;enzzllj]:ltaa ‘:rzs?:];sﬁzn :)l:" zoilr;oiligvifi]t}l]n thE:a :orrespcc?;ld?ri; :;lserllrzial er;::;i:e?'llen‘tess'z[;‘ljiﬁ;t
Directive, and associated EFTA regulations.
between the clauses of the
Table ZA.1 — Correspondence between this European Standard and Annex | of Directive
standard and the regulatory 2 2006/42(EC
The relevant Essential

re q u i re m e n tS ] g;g;}l;e;;ncm of Directive Clause(s) /sub-clause(s) of this EN | Remarks/Notes

1.1.2. Principles of safety

integration

1.1.22) 45,6

112¢) 45,6

11.2d) 4.5.6

112¢€) 45,6

1.1.3. Materials and products 4.5.2;4.5.3; 4.5.4; 4.9;: 4.11; 414

1.1.4. Lighting Not covered
1.1.5. Design of machinery to 4.3; 4.4; 4.5; 4.10;: 4.13; 4.14

facilitate its handling
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1.1.7. Operating positions Not covered




5. Current status (E CENELEC

Machinery Directive is under revision. CEN-CENELEC prepared a
position that explains what are the key aspects for
standardization (includes input from our members and technical

committees - link here)
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https://www.cencenelec.eu/media/Policy%20Opinions/2021-07-07_cen-cenelecpositionondraftmachineryregulation.pdf

5. Current Status (E CENELEC

» Elements of the EC proposal, which create an immediate impact for CEN &
CENELEC:

© CEN-CENELEC 2021

EC implementing powers to develop technical specifications (Article 17.3 of the
proposed Machinery Regulation);

the change in the conformity assessment procedure for high-risk machinery
covered by the current Annex IV - i.e. the EC proposal to remove the internal
check option in case of application of harmonized standards (Article 21.2);

the link between the Annex III of the proposed Machinery Regulation and the
“high risk AI system” in the AI Regulation;

the multitude of changes in the Essential Health and Safety Requirements
(EHSRs) (Annex III).
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5. Current Status (E CENELEC

» CEN-C
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ENELEC in the position on the revision of MD requested to:

Review the Implementing powers of EC to establish technical specifications
because it is not in compliance with the NLF (see Article 3 of Decision
768/2008/EC);

Have adequate time for review of the whole portfolio of 800 hENs under MD
and their formal and technical adaptation;

maintain the internal check option for high risk machinery (current Annex IV
machinery);

review the relevant new/modified EHSRs so that they are in line with NLF
concept and are not prescriptive;

avoid duplications in EHSRs and ensure consistent and concise requirements.
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. Implications of the revision of Machinery Directive (E GENELEC

» Whole portfolio of 800 harmonized standards is expected to be
reviewed;

» EC is expected to issue a new Standardization Request close to
adoption of Machinery Regulation (MR) -> cooperation between CEN-
CENELEC and EC on its content (SBS can participate and be involved
during the SRAHG - partner organization);

» TCs are expected to start revisions / amendments/new work when text
of MR will be more stable:

Standards impacted by changes in EHSRs will need to be revised;

All standards cited under new MR will need to have a detailed informative Annex Z (Annex
ZA for CEN and Annex ZZ for CENELEC);

» Timeframe to adapt: expected between 30 to 48 months - see Article
49 and 52 of draft MR). CEN-CENELEC request for 36 months as
minimum
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https://boss.cen.eu/reference-material/formstemplates/pages/
https://boss.cenelec.eu/reference-material/formstemplates/pages/

/. Statistics (E [:E/NHEC

Mandated Standards Programme - Directive 2006/42/EC - Status October 2021

CEN:
787 references of standards* published - 30% EN ISO (VA)
200 work items* under development - 40% EN ISO (VA)

CENELEC:
209 references of standards* published - 35% EN IEC (FA)
104 work items* under development - 23% EN IEC (FA)

VA - Vienna Agreement on parallel work CEN-ISO
FA — Frankfurt Agreement on parallel work CENELEC - IEC

* Amendments and corrigenda are considered as seperate references except for pure CEN standards where
amendments are consolidated with main standards
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/. Statistics (E [:E/NHEC

OJEU situation - Status October 2021

Number of references of standards* cited in the OJEU: 859
Number of standards offered and waiting for EC decision on citation: 33

Last OJEU citation (Oct 2021): 29 references of standards* cited (26 standards), one with a
warning (EN 474-1:2006+A6:2019)

* Amendments are considered as seperate references except for pure CEN standards where amendments are
consolidated with main standards. The numbers on this slide do not include corrigenda: there are about 30
corrigenda cited in OJEU
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8. Useful information/links (Eﬁ} CENELEC

» For more information please check the webinar prepared by
CCMC: 'Harmonized Standards under the Machinery
Directive’
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https://www.cencenelec.eu/news-and-events/events/2021/2021-10-18-webinar-harmonized-standards-under-the-machinery-directive/

9. Questions

B=% CENELEC

Are there any questions?
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Questions?

WWW.cen.eu o@

~
Follow us: u n n m
Tag us @Standards4EU
Frankowska Joanna Hugo Dourado

jfrankowska@cencenelec.eu hdourado@cencenelec.eu
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https://www.facebook.com/CENCENELEC
https://www.linkedin.com/authwall?trk=ripf&trkInfo=AQG9Chc7r0vP3QAAAWvVwrXg60fjhi1NoWsiDK8bwv7Cwydt_k70_pg3GazQC2MsGmB4hPVAS5LByy1I3ovJYYRGbg2T2H3Q3iNGtIA_b92Xj5-KC4JFUwvHl5c6xo_5bISXgpk=&originalReferer=&sessionRedirect=https://www.linkedin.com/company/cen-and-cenelec
https://twitter.com/standards4EU
https://www.youtube.com/user/CENCENELEC/featured

