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Compromise Amendment 1
Compromise amendment replacing Amendments: 1, 101 - 103, 131, EMPL 1, EMPL 2, EMPL 19

Article 1; Recitals 1 - 12

Proposed by: EPP, S&D, Renew, Greens/EFA, ID, ECR

Proposal for a regulation
Article 1

Text proposed by the Commission Amendment

This Regulation lays down requirements 
for the design and construction of 
machinery products to allow the making 
available on the market or putting into 
service of machinery products, and 
establishes rules on the free movement of 
machinery products in the Union.

This Regulation lays down requirements 
for the design and construction of 
machinery products to allow the making 
available on the market or putting into 
service of machinery products, and 
establishes rules on the free movement of 
machinery products in the Union, ensuring 
a high level of protection for Union
consumers and professional operators.

Or. en

Proposal for a regulation
Recital 7 a (new)

Text proposed by the Commission Amendment

(7a) Article 4 of Regulation (EU) No 
2019/1020 lays down the tasks of 
economic operators regarding products 
subject to certain Union harmonisation 
legislation and provides that such 
products are to be placed on the market 
only if there is an economic operator 
established in the Union who is 
responsible for the tasks. That Union 
harmonisation legislation includes 
Directive 2006/42/EC. As a result, 
machinery products covered by this 
Regulation are to be placed on the market 
only if there is an economic operator 
established in the Union who is 
responsible for the tasks set out in Article 
4 of Regulation (EU) No 2019/1020 in 
their respect.
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Or. en

Proposal for a regulation
Recital 10

Text proposed by the Commission Amendment

(10) Where there is a possibility that the 
machinery products will be used by a 
consumer, that is to say, a non-professional 
operator, the manufacturer should take 
account of the fact that the consumer does 
not have the same knowledge and 
experience with handling machinery 
products in the design and construction of 
the products. The same applies where a 
machinery product is normally used to 
provide a service to a consumer.

(10) Where there is a possibility that the 
machinery products will be used by a 
consumer, that is to say, a non-professional 
operator, the manufacturer should take 
account of the fact that the consumer does 
not have the same knowledge and 
experience with handling machinery 
products in the design and construction of 
the products, and should consider the 
safety implications, accordingly. The same 
applies where a machinery product is 
normally used to provide a service to a 
consumer.

Or. en
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Compromise Amendment 2
Compromise amendment replacing Amendments: 2 - 3, 12, 104 - 108, 132 - 161

Article 2; Recitals 13 - 16

Proposed by: EPP, S&D, Renew, Greens/EFA, ID, ECR, The Left

Article 2 

Scope 

(1) This Regulation applies to the following machinery products

(a) machinery;

(b) interchangeable equipment;

(c) safety components;

(d) lifting accessories;

(e) chains, ropes, slings and webbing; 

(f) removable mechanical transmission devices; 

(g) partly completed machinery.

(2) This Regulation does not apply to:

(a) safety components that are intended to be used as spare parts to replace identical 
components and are supplied by the manufacturer of the original machinery 
product;

(b) specific equipment for use in fairgrounds or amusement parks;

(c) machinery specially designed or put into service for nuclear purposes which, in 
the event of failure, may result in an emission of radioactivity;

(d) weapons, including firearms; 

(e) vehicles which have as their only objective the transport of goods, persons or 
animals by air, water or rail except for machinery mounted on those vehicles;

(ea) motor vehicles and their trailers, as well as systems, components and separate 
technical units, parts and equipment designed and constructed for such 
vehicles, which fall within the scope of application of Regulation (EU) 
2018/858, except for machinery mounted on those vehicles;

(f) two- or three-wheel vehicles and quadricycles, as well as systems, components, 
separate technical units, parts and equipment designed and constructed for such 
vehicles, that fall within the scope of application of Regulation (EU) No 
168/2013, except for machinery mounted on those vehicles;

(g) agricultural and forestry tractors, as well as systems, components, separate 
technical units, parts and equipment designed and constructed for such tractors, 



6/77

EN

that fall within the scope of application of Regulation (EU) No 167/2013, except 
for machinery mounted on them;

(ga) motor vehicles exclusively intended for competition;

(h) seagoing vessels and mobile offshore units and machinery installed on board 
such vessels or units;

(i) machinery specially designed and constructed for military or police purposes;

(j) machinery specially designed and constructed for research purposes for 
temporary use in laboratories;

(k) mine winding gear;

(l) machinery intended to move performers during artistic performances;

(m) the following electrical and electronic products,  insofar as they fall within the 
scope of application of Directive 2014/35/EU or Directive 2014/53/EU :

(i) household appliances intended for domestic use which are not 
electrically operated furniture; 

(ii) audio and video equipment;

(iii) information technology equipment;

(iv) office machinery;

(v) low-voltage switchgear and control gear;

(vi) electric motors;

(n) the following high-voltage electrical products:

(i) switch gear and control gear;

(ii) transformers.

Proposal for a regulation
Recital 15

Text proposed by the Commission Amendment

(15) Since the purpose of this 
Regulation is to address the risks stemming 
from the machinery function and not the 
transport of goods or persons, it should not 
apply to vehicles which only objective is 
the mere transport of goods or persons on
road, by air, on water or on rail networks, 
regardless of the speed limits. However, 
machinery mounted on such vehicles or 
mobile machinery intended for facilitating 
works such as in construction sites or 
warehouses e.g. dumpers and forklifts, 
have a machinery function and should 

(15) Since the purpose of this 
Regulation is to address the risks stemming 
from machinery function and not the 
transport of goods, persons or animals, it 
should not apply to vehicles the only 
objective of which is the mere transport of 
animals by road, air, on water or on rail 
networks, or transport of goods or persons 
by air, water or rail, regardless of the 
speed limits. However, machinery mounted 
on such vehicles or mobile machinery 
intended for facilitating works such as in 
construction sites or warehouses e.g. 
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therefore be covered by this Regulation. 
Since agricultural and forestry vehicles and 
two- or three-wheel vehicles and 
quadricycles, as well as systems, 
components, separate technical units, parts 
and equipment designed and constructed 
for such vehicles, fall within the scope of 
Regulation (EU) No 167/2013 of the 
European Parliament and of the Council19

and Regulation (EU) No 168/2013 of the 
European Parliament and of the Council20

respectively, they should be excluded from 
the scope of this Regulation.

dumpers and forklifts, have a machinery 
function and should therefore be covered 
by this Regulation. Furthermore, non-
type-approved, off-road vehicles, as well 
as e-bikes, cargo e-bikes, e-scooters and 
similar means of transport should also be 
covered by this Regulation as regards 
their machinery function, with the 
exception of road circulation risks, until 
such time as those means of transport 
become the subject of specific Union 
legislation. Since agricultural and forestry 
vehicles and two- or three-wheel vehicles 
and quadricycles, as well as systems, 
components, separate technical units, parts 
and equipment designed and constructed 
for such vehicles, fall within the scope of 
Regulation (EU) No 167/2013 of the 
European Parliament and of the Council19

and Regulation (EU) No 168/2013 of the 
European Parliament and of the Council20

respectively, they should be excluded from 
the scope of this Regulation.

__________________ __________________

19 Regulation (EU) No 167/2013 of the 
European Parliament and of the Council of 
5 February 2013 on the approval and 
market surveillance of agricultural and 
forestry vehicles (OJ L 60, 2.3.2013, p. 1).

19 Regulation (EU) No 167/2013 of the 
European Parliament and of the Council of 
5 February 2013 on the approval and 
market surveillance of agricultural and 
forestry vehicles (OJ L 60, 2.3.2013, p. 1).

20 Regulation (EU) No 168/2013 of the 
European Parliament and of the Council of 
15 January 2013 on the approval and 
market surveillance of two- or three-wheel 
vehicles and quadricycles (OJ L 60, 
2.3.2013, p. 52).

20 Regulation (EU) No 168/2013 of the 
European Parliament and of the Council of 
15 January 2013 on the approval and 
market surveillance of two- or three-wheel 
vehicles and quadricycles (OJ L 60, 
2.3.2013, p. 52).

Or. en

Proposal for a regulation
Recital 16

Text proposed by the Commission Amendment

(16) Household appliances intended for 
domestic use which are not electrically 
operated furniture, audio and video 

(16) Household appliances intended for 
domestic use which are not electrically 
operated furniture, audio and video 
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equipment, information technology 
equipment, office machinery, low-voltage 
switchgear and control gear and electronic
motors fall within the scope of Directive 
2014/35/EU of the European Parliament 
and of the Council21 and should therefore 
be excluded from the scope of this 
Regulation. Some of those products are 
progressively incorporating Wi-Fi 
functions, e.g. washing machines, and are 
therefore covered by Directive 2014/53/EU 
of the European Parliament and of the 
Council22 as radio equipment. Those 
products should also be excluded from the 
scope of this Regulation.

equipment, information technology 
equipment, office machinery, low-voltage 
switchgear and control gear and electric
motors fall within the scope of Directive 
2014/35/EU of the European Parliament 
and of the Council21 and should therefore 
be excluded from the scope of this 
Regulation. Some of those products are 
progressively incorporating Wi-Fi 
functions, e.g. washing machines, and are 
therefore covered by Directive 2014/53/EU 
of the European Parliament and of the 
Council22 as radio equipment. Those 
products should also be excluded from the 
scope of this Regulation.

__________________ __________________

21 Directive 2014/35/EU of the European 
Parliament and of the Council of 26 
February 2014 on the harmonisation of the 
laws of the Member States relating to the 
making available on the market of 
electrical equipment designed for use 
within certain voltage limits (OJ L 96, 
29.3.2014, p. 35).

21 Directive 2014/35/EU of the European 
Parliament and of the Council of 26 
February 2014 on the harmonisation of the 
laws of the Member States relating to the 
making available on the market of 
electrical equipment designed for use 
within certain voltage limits (OJ L 96, 
29.3.2014, p. 35).

22 Directive 2014/53/EU of the European 
Parliament and of the Council of 16 April 
2014 on the harmonisation of the laws of 
the Member States relating to the making 
available on the market of radio equipment 
and repealing Directive 1999/5/EC (OJ L 
153, 22.5.2014, p. 62).

22 Directive 2014/53/EU of the European 
Parliament and of the Council of 16 April 
2014 on the harmonisation of the laws of 
the Member States relating to the making 
available on the market of radio equipment 
and repealing Directive 1999/5/EC (OJ L 
153, 22.5.2014, p. 62).

Or. en
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Compromise Amendment 3
Compromise amendment replacing Amendments: 4, 13 - 25, 109 - 110, 162 - 190; EMPL 20

Articles 3 - 4; Recitals 17 - 20

Proposed by: EPP, S&D, Renew, Greens/EFA, ID, ECR

Proposal for a regulation
Article 3 – paragraph 1 – point 1 – point d

Text proposed by the Commission Amendment

(d) assemblies of machinery referred to 
in points (a), (b), (c) or partly completed 
machinery referred to in point (7) which, in 
order to achieve the same end, are arranged 
and controlled so that they function as an 
integral whole;

(d) assemblies of machinery referred to 
in points (a), (b), (c) or partly completed 
machinery referred to in point (10) which, 
in order to achieve the same end, are 
arranged and controlled so that they 
function as an integral whole;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 1 – point f

Text proposed by the Commission Amendment

(f) an assembly as referred to in points 
(a), (b), (c), (d) and (e) missing only the 
upload of a software intended for its
specific application.

(f) an assembly as referred to in points 
(a), (b), (c), (d) and (e) missing only the 
upload of a software intended for the
specific application foreseen by the 
manufacturer.

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 1 a (new)

Text proposed by the Commission Amendment

(1 a) ‘machinery product’ means 
‘machinery’, ‘interchangeable 
equipment’, a ‘safety component’, a 
‘lifting accessory’, ‘chains’, ‘ropes’, 
‘slings’, ‘webbing’, a ‘removable 
mechanical transmission device’ and 
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‘partly completed machinery’, as defined 
in this Regulation;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 2

Text proposed by the Commission Amendment

(2) ‘interchangeable equipment’ means 
a device which, after the putting into 
service of a machinery product, is 
assembled with that machinery product by 
the operator himself in order to change its 
function or attribute to it a new function, in 
so far as that equipment is not a tool;

(2) ‘interchangeable equipment’ means 
a device which, after the putting into 
service of machinery, is assembled with 
that machinery by the operator himself or 
herself in order to change its function or 
attribute to it a new function, in so far as 
that equipment is not a tool;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 3

Text proposed by the Commission Amendment

(3) ‘safety component’ means a 
physical or digital component, including 
software, of machinery which serves to 
fulfil a safety function and which is 
independently placed on the market, the 
failure or malfunction of which endangers 
the safety of persons but which is not 
necessary in order for the machinery to 
function or may be substituted by normal 
components in order for the machinery to 
function;

(3) ‘safety component’ means a 
physical or digital component, including 
software, of a machinery product with the 
exception of partly completed machinery,
which is designed or intended to fulfil a 
safety function and which is independently 
placed on the market, the failure or 
malfunction of which endangers the safety 
of persons but which is not necessary in 
order for the machinery to function or may 
be substituted by normal components in 
order for the machinery to function;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 3 a (new)
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Text proposed by the Commission Amendment

(3 a) ‘safety function’ means a 
protective measure, designed to eliminate, 
or, if that is not possible, to reduce, a risk;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 10

Text proposed by the Commission Amendment

(10) ‘partly completed machinery’ 
means an assembly which is machinery but 
for the fact that it cannot in itself function 
so as to perform a specific application and 
which is only intended to be incorporated 
into or assembled with machinery or other 
partly completed machinery or equipment, 
thereby forming a machinery product;

(10) ‘partly completed machinery’ 
means an assembly which is machinery but 
which cannot in itself function so as to 
perform a specific application and which is 
only intended to be incorporated into or 
assembled with machinery or other partly 
completed machinery or equipment, 
thereby forming a machinery product;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 13

Text proposed by the Commission Amendment

(13) ‘putting into service’ means the 
first use, for its intended purpose, in the 
Union, of a machinery product;

(13) ‘putting into service’ means the 
first use, for its intended purpose, in the 
Union, of a machinery product, with the 
exception of partly completed machinery;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 15

Text proposed by the Commission Amendment

(15) ‘artificial intelligence system’ 
means an artificial intelligence system as 

deleted
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defined in Article 3(1) of Regulation (EU) 
.../... of the European Parliament and of 
the Council

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 16

Text proposed by the Commission Amendment

(16) ‘substantial modification’ means a 
modification of a machinery product, by 
physical or digital means after that 
machinery product has been placed on the 
market or put into service, which is not 
foreseen by the manufacturer and as a 
result of which the compliance of the 
machinery product with the relevant 
essential health and safety requirements 
may be affected;

(16) ‘substantial modification’ means a 
modification of a machinery product, with 
the exception of partly completed 
machinery, by physical or digital means 
after that machinery product has been 
placed on the market or put into service, 
which is not foreseen or planned by the 
manufacturer and not addressed in the
initial risk assessment, and as a result of 
which the compliance of the machinery 
product with the relevant essential health 
and safety requirements is affected;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 17

Text proposed by the Commission Amendment

(17) ‘manufacturer’ means any natural 
or legal person who manufactures 
machinery products or who has machinery 
products designed or manufactured, and 
markets those machinery products under 
his or her name or trademark or who 
designs and constructs machinery 
products for his or her own use;

(17) ‘manufacturer’ means any natural 
or legal person who manufactures 
machinery products or who has machinery 
products designed or manufactured, and (i)
markets those machinery products under 
his or her name or trademark or (ii) uses
machinery products for his or her own
purposes in the course of his or her 
business;

Or. en
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Proposal for a regulation
Article 3 – paragraph 1 – point 18

Text proposed by the Commission Amendment

(18) ‘instructions for use’ means the 
information provided by the manufacturer 
when the machinery product is placed on 
the market or put into service to inform the 
user of the machinery product of the 
intended purpose and the proper use of that 
machinery product as well as information 
on any precautions to be taken when using 
or installing the machinery product, 
including information on the safety 
aspects;

(18) ‘instructions for use’ means the 
information provided by the manufacturer 
when the machinery product, with the
exception of partly completed machinery,
is placed on the market or put into service 
to inform the user of the machinery product 
of the intended and proper use of that 
machinery product, as well as information 
on any precautions to be taken when using 
or installing the machinery product, 
including information on the safety aspects
and on how to keep that machinery 
product safe and ensure that it remains
“fit for purpose” during its entire lifetime;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 25

Text proposed by the Commission Amendment

(25) ‘CE marking’ means a marking by 
which the manufacturer indicates that a 
machinery product is in conformity with 
the applicable requirements set out in 
Union harmonisation legislation providing 
for its affixing;

(25) ‘CE marking’ means a marking by 
which the manufacturer indicates that a 
machinery product, with the exception of
partly completed machinery, is in 
conformity with the applicable 
requirements set out in Union 
harmonisation legislation providing for its 
affixing;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 28

Text proposed by the Commission Amendment

(28) ‘conformity assessment’ means the 
process demonstrating whether the 

(28) ‘conformity assessment’ means the 
process demonstrating whether the 
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essential health and safety requirements of 
this Regulation relating to machinery 
products have been fulfilled;

essential health and safety requirements of 
this Regulation relating to machinery 
products, with the exception of partly 
completed machinery, have been fulfilled;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 30

Text proposed by the Commission Amendment

(30) ‘notified body’ means a conformity 
assessment body notified in accordance 
with Article 26 of this Regulation;

(30) ‘notified body’ means a conformity 
assessment body notified in accordance 
with Article 24 of this Regulation;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 33 a (new)

Text proposed by the Commission Amendment

(33 a) ‘lifetime’ means the period from 
the moment that a machinery product is 
placed on the market or put into service 
until the moment that it is discarded, 
including the effective time when the 
machinery product is capable of being 
used and the phases of transport, 
assembly, dismantling, disabling, 
scrapping or other physical or digital 
modifications foreseen by the 
manufacturer;

Or. en

Proposal for a regulation
Article 3 – paragraph 1 – point 33 b (new)

Text proposed by the Commission Amendment

(33 b) ‘professional operator’ means a 
natural person who uses or operates a 
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machinery product in the course of his or 
her professional activity or work.

Or. en

Proposal for a regulation
Recital 19

Text proposed by the Commission Amendment

(19) Where machinery products pose 
risks that are addressed by the essential 
health and safety requirements set out in 
this Regulation but are also wholly or 
partly covered by other more specific 
Union legislation, this Regulation should 
not apply to the extent that those risks are 
covered by that other Union legislation. In 
other cases, machinery products may pose 
risks that are not covered by the essential 
health and safety requirements set out in 
this Regulation. For example, machinery 
products incorporating a Wi-Fi function or 
an artificial intelligence system may pose 
risks not addressed by the essential health 
and safety requirements set out in this 
Regulation, as this Regulation does not 
deal with risks specific to such systems. 
For artificial intelligence systems, the 
specific Union legislation on artificial 
intelligence should apply, since it contains 
specific safety requirements for high-risk 
artificial intelligence systems. In order to 
avoid incoherence with regard to the type 
of conformity assessment and to avoid 
introducing requirements to perform two 
conformity assessments, those specific 
safety requirements should however be 
checked as part of the conformity 
assessment procedure set out in this 
Regulation. The essential health and 
safety requirements set out in this 
Regulation should in any case be applied 
in order to ensure, where applicable, the 
safe integration of the artificial 
intelligence system into the overall 
machinery, so as not to compromise the 
safety of the machinery product as a 

(19) Where machinery products pose 
risks that are addressed by the essential 
health and safety requirements set out in 
this Regulation but are also wholly or 
partly covered by other more specific 
Union legislation, this Regulation should 
not apply to the extent that those risks are 
covered by that other Union legislation. In 
other cases, machinery products may pose 
risks that are not covered by the essential 
health and safety requirements set out in 
this Regulation. For example, machinery 
products incorporating a Wi-Fi function 
may pose risks not addressed by the 
essential health and safety requirements set 
out in this Regulation, as this Regulation 
does not deal with risks specific to such 
systems.
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whole.

Or. en
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Compromise Amendment 4
Compromise amendment replacing Amendments: 5, 26 - 30, 63 - 65, 111, 191 - 209, 314 - 328,
EMPL 21 - EMPL 23, EMPL 26, EMPL 27

Article 5; Annex I; Recitals 21 - 22

Proposed by: EPP, S&D, Greens/EFA, ID, ECR

Proposal for a regulation
Article 5 – title

Text proposed by the Commission Amendment

High-risk machinery products Categories of machinery products subject 
to specific conformity assessment 
procedure

Or. en

Proposal for a regulation
Article 5 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk machinery products 
listed in Annex I shall be subject to a
specific conformity assessment procedure, 
as referred to in Article 21(2).

1. Machinery products that fall within 
the categories listed in Annex I shall be 
subject to the specific conformity 
assessment procedure, referred to in Article 
21(2) and Article 21(2a).

Or. en

Proposal for a regulation
Article 5 – paragraph 2

Text proposed by the Commission Amendment

2. The Commission is empowered to 
adopt delegated acts in accordance with 
Article 45 to amend Annex I in view of 
technical progress and knowledge or new 
scientific evidence by including in the list 
of high-risk machinery products a new 
machinery product or withdrawing an 
existing machinery product from that list, 

2. The Commission is empowered to 
adopt delegated acts in accordance with 
Article 45 to amend Annex I, after 
consulting the stakeholders concerned, in 
view of technical progress and knowledge 
or new scientific evidence by adding to the 
list of categories of machinery products in 
Annex I a new machinery product or 
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pursuant to the criteria laid down in 
paragraphs 3 and 4.

withdrawing an existing machinery product 
from that list, pursuant to the criteria laid 
down in paragraphs 3 and 4.

Or. en

Proposal for a regulation
Article 5 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment

A machinery product shall be included in
the list of high-risk machinery products in 
Annex I if it poses a risk to human health 
taking into account its design and intended 
purpose. A machinery product shall be 
withdrawn from the list of high-risk
machinery products in Annex I if it no 
longer poses such risk. The risk posed by a 
certain machinery product shall be 
established based on the combination of 
the probability of occurrence of harm and 
the severity of that harm.

A machinery product shall be added to the 
list of categories of machinery products in 
Annex I if it poses a risk to human health 
taking into account its design, intended 
purpose and any foreseeable use. A 
machinery product shall be withdrawn 
from the list of categories of machinery 
products in Annex I if it no longer poses 
such risk. The risk posed by a certain 
machinery product shall be established 
based on the combination of the probability 
of occurrence of harm and the severity of 
that harm.

Or. en

Proposal for a regulation
Article 5 – paragraph 4 – introductory part

Text proposed by the Commission Amendment

The Commission shall thoroughly assess 
the criteria laid down in paragraph 3 on the 
basis of available information. In particular 
the following information shall be 
communicated to the Commission by the 
Member States when it becomes available
to them in connection with market 
surveillance or as a result of the concerns 
referred to in the fifth paragraph:

The Commission shall thoroughly assess 
the criteria laid down in paragraph 3 on the 
basis of available information. In particular 
the following information shall be 
communicated to the Commission by the 
Member States in connection with market 
surveillance or as a result of the concerns 
referred to in the fifth paragraph:

Or. en
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Proposal for a regulation
Article 5 – paragraph 4 – point d

Text proposed by the Commission Amendment

(d) statistics on accidents caused by the 
machinery product for the preceding four 
years based, in particular information 
obtained from the Information and 
Communication System for Market 
Surveillance (ICSMS) information, 
safeguard clauses, Rapid Alert System 
(RAPEX) and the Machinery 
Administrative Cooperation Group 
reporting.

(d) statistics on accidents caused by the 
machinery product for the preceding four 
years based, in particular information 
obtained from the Information and 
Communication System for Market 
Surveillance (ICSMS) information, 
safeguard clauses, Rapid Alert System 
(RAPEX), the European Injury Database 
(EU-IDB) and the Machinery 
Administrative Cooperation Group 
reporting.

Or. en

Proposal for a regulation
Article 5 – paragraph 4 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

By XXX [the date of application of this 
Regulation referred to in Article 52], and 
every three years thereafter, Member 
States shall provide the information 
referred to in the first subparagraph.

Or. en

Proposal for a regulation
Article 5 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. The Commission is empowered to 
adopt delegated acts in accordance with 
Article 45 to supplement paragraph 4 of 
this Article by specifying Member States’
obligations to communicate information 
through the establishement of a common 
methodology on the assessment, analysis 
and statistics referred to in points (a) - (d), 
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in order to ensure a sufficient level of 
data availability for the Commission’s 
assessment referred to in paragraph 4 to
be carried out.

Or. en

Proposal for a regulation
Article 5 – paragraph 4 b (new)

Text proposed by the Commission Amendment

4b. A machinery product which is 
established to pose a risk to human health 
according to paragraph 3, and taking into 
account information communicated to the 
Commission in accordance with 
paragraph 4, shall be included in the list 
of categories of machinery products in 
Annex I, Part A, if at least one of the 
following conditions is fulfilled:

(a) No harmonised standards or 
technical specifications covering all the 
relevant essential health and safety 
requirements exists for the category of the 
machinery product in question;

(b) Residual risks due to shortcomings 
of protective measures exist and 
information communicated to the 
Commission in accordance with 
paragraph 4 demonstrates recurrence of 
serious or fatal accidents or damage to 
health in relation with these residual 
risks;

(c) Statistics on accidents referred to 
in paragraph 4 demonstrate either 
shortcomings in the relevant harmonised 
standards or technical specifications or a 
recurring wrongful application of the 
relevant harmonised standards or 
technical specifications;

(d) The degree of uncertainty of the 
potential risk related to new types of 
machinery or technologies.

A machinery product which is established 
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to pose a risk to human health according 
to paragraph 3, and taking into account 
information communicated to the 
Commission in accordance with 
paragraph 4, which does not fullfil any of 
the conditions set out in the first 
subparagraph shall be included in the list 
of catageories of machinery products in 
Annex I, Part B, without prejudice to 
Article 11 of Regulation (EU) No 
1025/2012 on formal objections to 
harmonised standards.

Or. en

Proposal for a regulation
Annex I – subheading 1

Text proposed by the Commission Amendment

HIGH-RISK MACHINERY PRODUCTS Categories of machinery products subject 
to a specific conformity assessment 
procedure

Part A

1. Circular saws (single- or multi-blade) 
for working with wood and material 
with similar physical characteristics or 
for working with meat and material 
with similar physical characteristics, of 
the following types: 

1.1.sawing machinery with fixed blade(s) 
during cutting, having a fixed bed or 
support with manual feed of the 
workpiece or with a demountable 
power feed; 

1.2.sawing machinery with fixed blade(s) 
during cutting, having a manually 
operated reciprocating saw-bench or 
carriage; 

1.3.sawing machinery with fixed blade(s) 
during cutting, having a built-in 
mechanical feed device for the 

deleted
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workpieces, with manual loading 
and/or unloading; 

1.4.sawing machinery with movable 
blade(s) during cutting, having 
mechanical movement of the blade, 
with manual loading and/or 
unloading.

2. Hand-fed surface planing machinery 
for woodworking.

deleted

3. Thicknessers for one-side dressing 
having a built-in mechanical feed 
device, with manual loading and/or 
unloading for woodworking.

deleted

4. Band-saws with manual loading 
and/or unloading for working with 
wood and material with similar 
physical characteristics or for 
working with meat and material with 
similar physical characteristics, of 
the following types: 

4.1. sawing machinery with fixed 
blade(s) during cutting, having a 
fixed or reciprocating-movement 
bed or support for the workpiece; 

4.2. sawing machinery with blade(s) 
assembled on a carriage with 
reciprocating motion.

deleted

5. Combined machinery of the types 
referred to in points 1 to 4 and in 
point 7 for working with wood and 
material with similar physical 
characteristics.

deleted

6. Hand-fed tenoning machinery with 
several tool holders for 
woodworking.

deleted

7. Hand-fed vertical spindle moulding 
machinery for working with wood 
and material with similar physical 
characteristics.

deleted

8. Portable chainsaws for woodworking. 8. Portable chainsaws for 
woodworking.
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9. Presses, including press-brakes, for 
the cold working of metals, with 
manual loading and/or unloading, 
whose movable working parts may 
have a travel exceeding 6 mm and a 
speed exceeding 30 mm/s.

9. Presses, including press-brakes, for 
the cold working of metals, with manual 
loading and/or unloading, whose movable 
working parts may have a travel exceeding 
6 mm and a speed exceeding 30 mm/s.

10. Injection or compression plastics-
moulding machinery with manual 
loading or unloading.

deleted

11. Injection or compression rubber-
moulding machinery with manual 
loading or unloading.

deleted

12. Machinery for underground 
working of the following types: 

12.1. locomotives and brake-vans; 

12.2. hydraulic-powered roof supports.

deleted

13. Manually loaded trucks for the 
collection of household refuse 
incorporating a compression 
mechanism.

13. Manually loaded trucks for the 
collection of household refuse 
incorporating a compression mechanism.

14. Removable mechanical transmission 
devices including their guards.

14. Removable mechanical 
transmission devices including their 
guards.

15. Guards for removable mechanical 
transmission devices.

15. Guards for removable mechanical 
transmission devices.

16. Vehicle servicing lifts. 16. Vehicle servicing lifts.

17. Devices for the lifting of persons or of 
persons and goods involving a hazard 
of falling from a vertical height of 
more than three metres.

17. Devices for the lifting of persons or 
of persons and goods involving a hazard of 
falling from a vertical height of more than 
three metres.

18. Portable cartridge-operated fixing 
and other impact machinery.

18. Portable cartridge-operated fixing 
and other impact machinery.

19. Protective devices designed to detect 
the presence of persons.

deleted

20. Power-operated interlocking 
movable guards designed to be used 
as safeguards in machinery referred 
to in points 9, 10 and 11.

deleted
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21. Logic units to ensure safety 
functions.

deleted

22. Roll-over protective structures 
(ROPS).

deleted

23. Falling-object protective structures 
(FOPS).

deleted

24. Software ensuring safety functions, 
including AI systems.

24. AI systems with self-determining 
and evolving behaviour that are a safety 
component and are developed through 
any machine learning techniques and 
approaches.

25. Machinery embedding AI systems 
ensuring safety functions.

25. Machinery embedding AI systems 
with self-determining and evolving 
behaviour as a safety component that has 
not been placed independently on the 
market and are developed through any 
machine learning techniques and 
approaches.

Part B

25a. Circular saws (single- or multi-
blade) for working with wood and material 
with similar physical characteristics or for 
working with meat and material with 
similar physical characteristics, of the 
following types: 

25a.1. sawing machinery with fixed 
blade(s) during cutting, having a fixed bed 
or support with manual feed of the 
workpiece or with a demountable power 
feed; 

25a.2. sawing machinery with fixed 
blade(s) during cutting, having a manually 
operated reciprocating saw-bench or 
carriage; 

25a.3. sawing machinery with fixed 
blade(s) during cutting, having a built-in 
mechanical feed device for the workpieces, 
with manual loading and/or unloading;

25a.4. sawing machinery with movable 
blade(s) during cutting, having 
mechanical movement of the blade, with
manual loading and/or unloading.
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25b. Hand-fed surface planing 
machinery for woodworking.

25c. Thicknessers for one-side dressing 
having a built-in mechanical feed device, 
with manual loading and/or unloading for 
woodworking.

25d. Band-saws with manual loading 
and/or unloading for working with wood 
and material with similar physical 
characteristics or for working with meat 
and material with similar physical 
characteristics, of the following types:

25d.1. sawing machinery with fixed 
blade(s) during cutting, having a fixed or 
reciprocating-movement bed or support for 
the workpiece; 

25d.2. sawing machinery with blade(s) 
assembled on a carriage with reciprocating 
motion.

25e. Combined machinery of the types 
referred to in points 1 to 4 and in point 7 
for working with wood and material with 
similar physical characteristics.

25f. Hand-fed tenoning machinery with 
several tool holders for woodworking.

25g. Hand-fed vertical spindle moulding 
machinery for working with wood and 
material with similar physical 
characteristics.

25h. Injection or compression plastics-
moulding machinery with manual loading 
or unloading.

25i. Injection or compression rubber-
moulding machinery with manual loading 
or unloading.

25j. Machinery for underground 
working of the following types:

25j.1. locomotives and brake-vans;

25j.2. hydraulic-powered roof supports.
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25k. Protective devices designed to detect 
the presence of persons.

25l. Power-operated interlocking 
movable guards designed to be used as 
safeguards in machinery referred to in 
points 9, 10 and 11.

25m. Logic units to ensure safety 
functions.

25n. Roll-over protective structures 
(ROPS).

25o. Falling-object protective structures 
(FOPS).

Or. en

Proposal for a regulation
Recital 21

Text proposed by the Commission Amendment

(21) The evolution of the state of the art 
in the machinery sector has an impact on 
the classification of high-risk machinery 
products. In view of properly reflecting all 
high-risk machinery products, criteria 
should be established for the assessment by 
the Commission of which machinery 
products should be included in the list of 
high risk machinery products.

(21) The evolution of the state of the art 
in the machinery sector has an impact on 
the classification of machinery products. 
With a view to properly reflecting all 
machinery products and the hazards 
thereof, criteria should be established for 
the assessment by the Commission of 
which machinery products should be added 
to the list of machinery products that 
should be subject to specific conformity 
assessment procedure.

Or. en
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Compromise Amendment 5
Compromise amendment replacing Amendments: 6, 31 - 32, 66 - 91, 210 - 213, 329 - 429, EMPL 
28 - EMPL 57

Articles 6 - 9; Annexes II - III; Recital 23

Proposed by: EPP, S&D, Renew, Greens/EFA, ID, ECR

Proposal for a regulation
Article 7 – paragraph 1 a (new)

Text proposed by the Commission Amendment

Partly completed machinery shall only be 
made available on the market if it satisfies 
the applicable essential health and safety 
requirements set out in Annex III and the 
manufacturer has declared this to be the 
case, in the EU declaration of 
incorporation.

Or. en

Proposal for a regulation
Article 9

Text proposed by the Commission Amendment

Article 9 

Regulation (EU) .../... of the European 
Parliament and of the Council

deleted

Where machinery products contain an 
artificial intelligence system, to which the 
essential health and safety requirements 
of Regulation (EU) …/… apply, this 
Regulation shall, in relation to that 
artificial intelligence system, only apply 
with regard to its safe integration into the 
overall machinery, so as not to 
compromise the safety of the machinery 
product as a whole.

Or. en
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Proposal for a regulation
Annex II – point 18

Text proposed by the Commission Amendment

18. Software ensuring safety 
functions, including AI systems.

18. AI systems with self-determining 
and evolving behaviour that are a safety 
component and are developed through 
any machine learning techniques and 
approaches.

Or. en

Proposal for a regulation
Annex III – point 1 – subparagraph 1

Text proposed by the Commission Amendment

1. The manufacturer of a machinery 
product or his or her authorised 
representative shall ensure that a risk 
assessment is carried out in order to 
determine the health and safety 
requirements which apply to the machinery 
product. The machinery product shall then 
be designed and constructed to prevent and 
minimise all relevant risks, taking into 
account the results of the risk assessment.

1. The manufacturer of a machinery 
product shall ensure that a risk assessment 
is carried out in order to determine the 
health and safety requirements which apply 
to the machinery product. The machinery 
product shall then be designed and 
constructed to prevent and minimise all 
relevant risks, taking into account the 
results of the risk assessment.

Or. en

Proposal for a regulation
Annex III – point 1 – subparagraph 2 – introductory part

Text proposed by the Commission Amendment

By the iterative process of risk assessment 
and risk reduction referred to in the first 
subparagraph, the manufacturer or his or 
her authorised representative shall:

By the iterative process of risk assessment 
and risk reduction referred to in the first 
subparagraph, the manufacturer shall:

Or. en
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Proposal for a regulation
Annex III – point 1 – subparagraph 2 – point c

Text proposed by the Commission Amendment

(c) identify the hazards that may be 
generated by the machinery product and 
the associated hazardous situations, 
including hazards that may be generated 
during the lifecycle of the machinery 
product that are foreseeable at the time of 
placing of the machinery product on the 
market as an intended evolution of its fully 
or partially evolving behaviour or logic as 
a result of the machinery product designed 
to operate with varying levels of autonomy. 
In this respect, where the machinery 
product integrates an artificial 
intelligence system, the machinery risk 
assessment shall consider the risk 
assessment for that artificial intelligence 
system that has been carried out pursuant 
to the Regulation … of the European 
Parliament and of the Council+  on a 
European approach for Artificial 
Intelligence+;

(c) identify the hazards that may be 
generated by the machinery product and 
the associated hazardous situations, 
including hazards that may be generated 
during the lifecycle of the machinery 
product that are foreseeable at the time of 
placing of the machinery product on the 
market as an intended evolution of its fully 
or partially evolving behaviour or logic as 
a result of the machinery product designed 
to operate with varying levels of 
autonomy;

Or. en

Proposal for a regulation
Annex III – point 2

Text proposed by the Commission Amendment

2. The obligations laid down by the 
essential health and safety requirements 
only apply when the corresponding hazard 
exists for the machinery product in 
question when it is used under the 
conditions foreseen by the manufacturer or 
his or her authorised representative or in 
foreseeable abnormal situations. However, 
the principles of safety integration 
established in section 1.1.2 and the 
obligations concerning marking of 
machinery products and instructions 
referred to in sections 1.7.3 and 1.7.4 apply 

2. The obligations laid down by the 
essential health and safety requirements 
only apply when the corresponding hazard 
exists for the machinery product in 
question when it is used under the 
conditions foreseen by the manufacturer or 
in foreseeable abnormal situations. 
However, the principles of safety 
integration established in section 1.1.2 and 
the obligations concerning marking of 
machinery products and instructions 
referred to in sections 1.7.3 and 1.7.4 apply 
in all cases.
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in all cases.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.2 – point a

Text proposed by the Commission Amendment

(a) A machinery product shall be 
designed and constructed so that it is fit for 
its function, and can be operated, adjusted 
and maintained without putting persons at 
risk when these operations are carried out 
under the conditions foreseen but also 
taking into account any reasonably 
foreseeable misuse thereof. The aim of 
protective measures shall be to eliminate 
any risk throughout the foreseeable lifetime
of the machinery product including the 
phases of transport, assembly, dismantling, 
disabling and scrapping.

(a) A machinery product shall be 
designed and constructed so that it is fit for 
its function, and can be operated, adjusted 
and maintained without putting persons at 
risk when these operations are carried out 
under the conditions foreseen but also 
taking into account any reasonably 
foreseeable use or misuse thereof. The aim 
of protective measures shall be to eliminate 
any risk throughout the foreseeable lifetime
of the machinery product including the 
phases of transport, assembly, dismantling, 
disabling and scrapping.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.2 – point b – introductory part

Text proposed by the Commission Amendment

(b) In selecting the most appropriate 
methods, the manufacturer or his or her 
authorised representative shall apply the 
following principles, in the order given:

(b) In selecting the most appropriate 
methods, the manufacturer shall apply the 
following principles, in the order given:

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.2 – point c

Text proposed by the Commission Amendment

(c) When designing and constructing a 
machinery product and when drafting the 

(c) When designing and constructing a 
machinery product and when drafting the 
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instructions, the manufacturer or his or her 
authorised representative shall envisage 
not only the intended use of the machinery 
product but also any reasonably 
foreseeable misuse thereof. The machinery 
product shall be designed and constructed 
in such a way as to prevent abnormal use if 
such use would engender a risk. Where 
appropriate, the instructions shall draw the 
user's attention to ways — which 
experience has shown might occur — in 
which the machinery product should not be 
used.

instructions, the manufacturer shall 
envisage not only the intended use of the 
machinery product but also any reasonably 
foreseeable misuse thereof. The machinery 
product shall be designed and constructed 
in such a way as to prevent abnormal use if 
such use would engender a risk. Where 
appropriate, the instructions shall draw the 
user's attention to ways — which 
experience has shown might occur — in 
which the machinery product should not be 
used.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.2 – point e

Text proposed by the Commission Amendment

(e) A machinery product shall be 
designed and constructed in such a way 
that it is possible for the user to test the 
safety functions, and the machinery 
product shall be supplied with all the 
special equipment and accessories, and 
where appropriate, with the description of 
specific functional test procedures, 
essential to enable it to be tested, adjusted, 
maintained and used safely.

(e) A machinery product shall be 
designed and constructed in such a way 
that it is possible to test the safety 
functions. The machinery product shall be 
supplied with all the special equipment and 
accessories, and where appropriate, with 
the description of specific functional test 
procedures, essential to enable it to be 
tested, adjusted, maintained and used 
safely.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.5 – paragraph 2

Text proposed by the Commission Amendment

During the transportation of the machinery 
product and/or its component parts, there 
shall be no possibility of sudden 
movements or of hazards due to instability 
as long as the machinery product and/or its 
component parts are handled in accordance 

During the transportation of the machinery 
product or its component parts, there shall 
be no possibility of sudden movements or 
of hazards due to instability as long as the 
machinery product or its component parts 
are handled in accordance with the 
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with the instructions. instructions.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.6 – introductory part

Text proposed by the Commission Amendment

Under the intended conditions of use, the 
discomfort, fatigue and physical and 
psychological stress faced by the operator 
shall be reduced to the minimum possible, 
taking into account ergonomic principles 
such as:

Under the intended conditions of use, the 
discomfort, fatigue and physical and 
cognitive workload faced by the operator 
shall be eliminated or reduced to the 
minimum possible, taking into account 
ergonomic principles such as:

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1. – point 1.1.6. – point c

Text proposed by the Commission Amendment

(c) avoiding a machine-determined 
work rate;

(c) avoiding a machine-determined 
work rate by allowing adaptations;

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.6 – point f

Text proposed by the Commission Amendment

(f) adapting a machinery product with 
intended fully or partially evolving 
behaviour or logic that is designed to 
operate with varying levels of autonomy to 
respond to people adequately and 
appropriately (verbally through words and 
non-verbally through gestures, facial 
expressions or body movement) and to 
communicate its planned actions (what it is 
going to do and why) to operators in a 

(f) adapting a machinery product with 
intended fully or partially evolving 
behaviour or logic that is designed to 
operate with varying levels of autonomy to 
respond to people adequately and 
appropriately (such as verbally through 
words and non-verbally through gestures, 
facial expressions or body movement) and 
to communicate its planned actions (such 
as what it is going to do and why) to 
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comprehensible manner. operators in a comprehensible manner..

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.7 – paragraph 1

Text proposed by the Commission Amendment

The operating position shall be designed 
and constructed in such a way as to avoid 
any risk due to exhaust gases and/or lack 
of oxygen.

The operating position shall be designed 
and constructed in such a way as to avoid 
any risk due to exhaust gases or lack of 
oxygen.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.7 – paragraph 3

Text proposed by the Commission Amendment

Where appropriate, the operating position 
shall be fitted with an adequate cabin 
designed, constructed and/or equipped to 
fulfil the above requirements. The exit 
shall allow rapid evacuation. Moreover, 
when applicable, an emergency exit shall 
be provided in a direction which is 
different from the usual exit.

Where appropriate, the operating position 
shall be fitted with an adequate cabin 
designed, constructed or equipped to fulfil 
the above requirements. The exit shall 
allow rapid evacuation. Moreover, when 
applicable, an emergency exit shall be 
provided in a direction which is different 
from the usual exit.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.1 – point 1.1.9 – paragraph 2

Text proposed by the Commission Amendment

A hardware component for connection that 
is critical for the compliance of the 
machinery product with the relevant health 
and safety requirements shall be designed 
so that it is adequately protected against 
accidental or intentional corruption. The 
machinery product shall collect evidence of 

A hardware component relevant for 
connection, or access, to software that is 
critical for the compliance of the 
machinery product with the relevant health 
and safety requirements shall be designed 
so that it is adequately protected against 
accidental or intentional corruption. The 
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a legitimate or illegitimate intervention in 
the hardware component.

machinery product shall collect evidence of 
a legitimate or illegitimate intervention in
that hardware component.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.2. – point 1.2.1. – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) they can withstand, where 
appropriate to the circumstances and the 
risks, the intended operating stresses and 
intended and unintended external 
influences, including malicious attempts
from third parties to create a hazardous 
situation;

(a) they can withstand, where 
appropriate to the circumstances and the 
risks, the intended operating stresses and 
intended and unintended external 
influences, including predictable misuse
from third parties creating a potentially
hazardous situation or function;

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.2 – point 1.2.1 – paragraph 2 – point d

Text proposed by the Commission Amendment

(d) the safety functions cannot be 
changed beyond the limits defined by the 
manufacturer in the machinery product risk 
assessment. The establishment of the limits 
of the safety functions shall be part of the 
risk assessment performed by the 
manufacturer, including any modifications 
to the settings or rules generated by the 
machinery product or by operators, 
covering also the learning phase, which 
cannot go beyond the limits addressed in 
the risk assessment;

(d) the safety functions cannot be 
changed or upgraded beyond the limits 
defined by the manufacturer in the 
machinery product risk assessment. The 
establishment of the limits of the safety 
functions shall be part of the risk 
assessment performed by the manufacturer, 
including any modifications to the settings 
or rules generated by the machinery 
product or by operators, covering also its 
development based on machine learning, 
which cannot go beyond the limits 
addressed in the risk assessment;

Or. en



35/77

EN

Proposal for a regulation
Annex III – Part 1 – point 1.2 – point 1.2.1 – paragraph 4 – point c

Text proposed by the Commission Amendment

(c) modifications to the settings or 
rules, generated by the machinery product 
or by operators covering also the learning 
phase, shall be prevented, where such 
modifications may lead to hazardous 
situations;

(c) modifications to the settings or 
rules, generated by the machinery product 
or by operators covering also the process 
of machine learning, shall be prevented, 
where such modifications may lead to 
hazardous situations;

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.3 – point 1.3.2 – paragraph 4

Text proposed by the Commission Amendment

Where a risk of rupture or disintegration 
remains despite the measures taken, the 
parts concerned shall be mounted, 
positioned and/or guarded in such a way 
that any fragments will be contained, 
preventing hazardous situations.

Where a risk of rupture or disintegration 
remains despite the measures taken, the 
parts concerned shall be mounted, 
positioned or guarded in such a way that 
any fragments will be contained, 
preventing hazardous situations.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.3 – point 1.3.7 – introductory part

Text proposed by the Commission Amendment

1.3.7. Risks related to moving parts and 
psychological stress

1.3.7. Risks related to moving parts and 
cognitive workload

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.3 – point 1.3.7 – paragraph 4 – introductory part

Text proposed by the Commission Amendment

The prevention of risks of contact leading The prevention of risks of contact leading 
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to hazard situations and the psychological 
stress that may be caused by the interaction 
with the machine shall be adapted to:

to hazard situations and the cognitive 
workload that may be caused by the 
interaction with the machine shall be 
adapted to:

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.3 – point 1.3.7 – paragraph 5

Text proposed by the Commission Amendment

The machinery product with fully or 
partially evolving behaviour or logic that 
is designed to operate with varying levels 
of autonomy shall be adapted to respond 
to people adequately and appropriately 
(verbally through words or nonverbally 
through gestures, facial expressions or 
body movement) and to communicate its 
planned actions (what it is going to do 
and why) to operators in a 
comprehensible manner.

deleted

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.5 – point 1.5.1 – paragraph 2

Text proposed by the Commission Amendment

The safety objectives set out in Directive 
2014/35/EU shall apply to a machinery 
product. However, the obligations 
concerning conformity assessment and the 
placing on the market and/or putting into 
service of a machinery product with regard 
to electrical risks are governed solely by 
this Regulation.

The safety objectives set out in Directive 
2014/35/EU shall apply to a machinery 
product. However, the obligations 
concerning conformity assessment and the 
placing on the market or putting into 
service of a machinery product with regard 
to electrical risks are governed solely by 
this Regulation.

Or. en
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Proposal for a regulation
Annex III – Part 1 – point 1.5 – point 1.5.4 – paragraph 1

Text proposed by the Commission Amendment

Errors likely to be made when fitting or 
refitting certain parts, which could be a 
source of risk, shall be made impossible by 
the design and construction of such parts 
or, failing this, by information given on the 
parts themselves and/or their housings. 
The same information shall be given on 
moving parts and/or their housings where 
the direction of movement needs to be 
known in order to avoid a risk.

Errors likely to be made when fitting or 
refitting certain parts, which could be a 
source of risk, shall be made impossible by 
the design and construction of such parts 
or, failing this, by information given on the 
parts themselves or their housings. The 
same information shall be given on moving 
parts or their housings where the direction 
of movement needs to be known in order to 
avoid a risk.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.6 – point 1.6.2 – paragraph 2

Text proposed by the Commission Amendment

In the case of machinery into which 
persons shall enter for operation, 
adjustment, maintenance or cleaning, the 
machinery accesses shall be dimensioned 
and adapted for the use of rescue 
equipment in such a way that a timely 
rescue of the persons is guaranteed.

In the case of machinery into which 
persons shall enter for operation, 
adjustment, maintenance or cleaning, the 
machinery accesses shall be designed in a 
way that guarantees a timely emergency
rescue of the persons.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.7 – point 1.7.4 – paragraph 2

Text proposed by the Commission Amendment

By way of exception, the maintenance 
instructions intended for use by specialised 
personnel mandated by the manufacturer or 
his or her authorised representative may 
be supplied in only one official language of 
the Union which the specialised personnel 

By way of exception, the maintenance 
instructions intended for use by specialised 
personnel mandated by the manufacturer 
may be supplied in only one official 
language of the Union which the 
specialised personnel understand.
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understand.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.7 – point 1.7.4 – paragraph 4 – point c

Text proposed by the Commission Amendment

(c) be presented in a format that makes 
it is possible for the end user to download 
the instructions and save them on an 
electronic device so that he or she can 
access them at all times, in particular 
during a breakdown of the machine. This 
requirement also applies to a machinery 
product where the instruction manual is 
embedded in the software of the machinery 
product. General principles for the 
drafting of instructions

(c) be presented in a format that makes 
it possible for the end user to download the 
instructions over the lifetime of the 
machinery product and save them on an 
electronic device so that he or she can 
access them at all times, in particular 
during a breakdown of the machine. This 
requirement also applies to a machinery 
product where the instruction manual is 
embedded in the software of the machinery 
product.

Or. en

Proposal for a regulation
Annex III – Part 1 – point 1.7 – point 1.7.4 – point 1.7.4.2 – point 1 – point c

Text proposed by the Commission Amendment

(c) the EU declaration of conformity, 
or a document setting out the contents of 
the EU declaration of conformity, showing 
the particulars of the machinery product, 
not necessarily including the serial number 
and the signature, or the internet address 
where the EU declaration of conformity 
can be accessed.

(c) the EU declaration of conformity, 
or a document setting out the contents of 
the EU declaration of conformity, showing 
the particulars of the machinery product, 
not necessarily including the serial number 
and the signature, or the internet address 
where the EU declaration of conformity 
can be accessed over the lifetime of the 
machinery product;

Or. en

Proposal for a regulation
Annex III – Part 2 – point 2.2 – title
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Text proposed by the Commission Amendment

2.2. PORTABLE HAND-HELD 
AND/OR HAND-GUIDED MACHINERY

2.2. PORTABLE HAND-HELD OR
HAND-GUIDED MACHINERY

Or. en

Proposal for a regulation
Annex III – Part 2 – point 2.2 – point 2.2.1 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

Portable hand-held and/or hand-guided 
machinery shall:

Portable hand-held or hand-guided 
machinery shall:

Or. en

Proposal for a regulation
Annex III – Part 2 – point 2.2 – point 2.2.1 – paragraph 1 – point c

Text proposed by the Commission Amendment

(c) present no risks of accidental 
starting and/or continued operation after 
the operator has released the handles. 
Equivalent steps shall be taken if this 
requirement is not technically feasible;

(c) present no risks of accidental 
starting or continued operation after the 
operator has released the handles. 
Equivalent steps shall be taken if this 
requirement is not technically feasible;

Or. en

Proposal for a regulation
Annex III – Part 2 – point 2.2 – point 2.2.1 – paragraph 1 – point e

Text proposed by the Commission Amendment

(e) have a device or a connected 
exhaust system, with an extraction 
connection outlet or equivalent system to 
capture or reduce emissions of hazardous 
substances. This requirement does not 
apply where its application would result in 
the creation of a new risk, where the main 
function of the machinery is the spraying 
of hazardous substances and to emissions 
of internal combustion engines. The 

(e) have a device or a connected 
exhaust system, with an extraction 
connection outlet or equivalent system to 
capture or reduce emissions of hazardous 
substances. This requirement does not 
apply where its application would result in 
the creation of a new risk, where the main 
function of the machinery is the spraying 
of hazardous substances and to emissions 
of internal combustion engines. Where the



40/77

EN

handles of portable machinery shall be 
designed and constructed in such a way as 
to make starting and stopping 
straightforward.

use of external devices is not feasible, 
information on the use of appropriate 
personal protective equipment (PPE) shall
be provided in the instructions.

Or. en

Proposal for a regulation
Annex III – Part 2 – point 2.2 – point 2.2.1 – paragraph 1 a (new)

Text proposed by the Commission Amendment

The handles of portable machinery shall 
be designed and constructed in such a 
way as to make starting and stopping that 
machinery straight forward.

Or. en

Proposal for a regulation
Annex III – Part 3 – point 3.2 – point 3.2.2 – paragraph 1

Text proposed by the Commission Amendment

Where there is a risk that operators or other 
persons transported by the machinery may 
be crushed between parts of the machinery 
and the surroundings should the machinery 
roll or tip over, in particular for machinery 
equipped with a protective structure 
referred to in section 3.4.3 or 3.4.4, the 
machinery shall be designed or equipped 
with a restraint system so as to keep the 
persons in their seats or in the protective 
structure, without restricting movements 
necessary for operations or movements 
relative to the structure caused by the 
suspension of the seats. Such restraint 
systems or provision shall not be fitted if 
they increase the risk.

Where there is a risk that operators or other 
persons transported by the machinery may 
be crushed between parts of the machinery 
and the surroundings should the machinery 
roll or tip over, in particular for machinery 
equipped with a protective structure 
referred to in section 3.4.3 or 3.4.4, the 
machinery shall be designed or equipped 
with a restraint system so as to keep the 
persons in their seats or in the protective 
structure, without restricting movements 
necessary for operations or movements 
relative to the structure caused by the 
suspension of the seats. Such restraint 
systems or provision shall take ergonomic
principles into account and shall not be 
fitted if they increase the risk.

Or. en
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Proposal for a regulation
Annex III – Part 3 – point 3.2 – point 3.2.2 – paragraph 2

Text proposed by the Commission Amendment

A visual or audible signal shall be provided 
at the driving position alerting the driver 
when the restraint system is not active.

A visual and audible signal shall be 
provided at the driving position alerting the 
driver when the driver is in the driving 
position and not using the restraint 
system.

Or. en

Proposal for a regulation
Annex III – Part 3 – point 3.2 – point 3.2.4 – paragraph 1

Text proposed by the Commission Amendment

Autonomous mobile machinery products 
shall have a supervisory control function 
specific to the autonomous mode. This 
function shall allow the operator to 
remotely receive information from the 
machine. The supervisory control function 
shall only allow actions to stop and to start 
remotely the machine. It shall be designed
and constructed to allow those actions 
only when the driver can see directly or 
indirectly the machine's movement and 
working area and the protective devices 
are operational.

Autonomous mobile machinery products 
shall have a supervisory control function 
specific to the autonomous mode. This 
function shall allow the operator to 
remotely receive information from the 
machine. The supervisory control function 
shall only allow actions to stop and to start 
the machine remotely and shall include a 
function which would allow the operator 
to bring the machinery into a secure state.

Or. en

Proposal for a regulation
Annex III – Part 3 – point 3.3. – point 3.3.3. – paragraph 6 – introductory part

Text proposed by the Commission Amendment

Autonomous mobile machinery products 
shall comply with any of the following 
conditions:

Autonomous mobile machinery products 
shall comply with at least one of the 
following two conditions:

Or. en
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Proposal for a regulation
Annex III – Part 4 – point 4.1 – point 4.1.3 – paragraph 1

Text proposed by the Commission Amendment

When lifting machinery or lifting 
accessories are placed on the market or are 
first put into service, the manufacturer or 
his or her authorised representative shall 
ensure, by taking appropriate measures or 
having them taken, that the machinery or 
the lifting accessories which are ready for 
use — whether manually or power-
operated — can fulfil their specified 
functions safely.

When lifting machinery or lifting 
accessories are placed on the market or are 
first put into service, the manufacturer shall 
ensure, by taking appropriate measures or 
having them taken, that the machinery or 
the lifting accessories which are ready for 
use — whether manually or power-
operated — can fulfil their specified 
functions safely.

Or. en

Proposal for a regulation
Annex III – Part 4 – point 4.3 – point 4.3.1 – paragraph 1

Text proposed by the Commission Amendment

Each length of lifting chain, rope or 
webbing not forming part of an assembly 
shall bear a mark or, where this is not 
possible, a plate or irremovable ring 
bearing the name and address of the 
manufacturer or his or her authorised 
representative and the identifying reference 
of the relevant certificate.

Each length of lifting chain, rope or 
webbing not forming part of an assembly 
shall bear a mark or, where this is not 
possible, a plate or irremovable ring 
bearing the name and address of the 
manufacturer or his or her authorised 
representative and the identifying reference 
of the relevant declaration of conformity.

Or. en

Proposal for a regulation
Recital 23

Text proposed by the Commission Amendment

(23) In order to ensure that machinery 
products, when placed on the market or put 
into service, do not entail health and safety 

(23) In order to ensure that machinery 
products, when placed on the market or put 
into service, do not entail health and safety 
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risks for persons or domestic animals and 
do not cause harm to property and, where 
applicable, the environment, essential 
health and safety requirements should be 
set out which have to be met in order for 
the machinery products to be allowed on 
the market. Machinery products should 
comply with the essential health and safety 
requirements when placed on the market or 
put into service. Where such machinery 
products are subsequently modified, by 
physical or digital means, in a way that is 
not foreseen by the manufacturer and that 
may imply that it no longer meets the 
relevant essential health and safety 
requirements, the modification should be 
considered as substantial. For example, 
users may upload software in a machinery 
product that is not foreseen by the 
manufacturer and that may generate new 
risks. In order to ensure the compliance of 
such a machinery product with the relevant 
essential health and safety requirements, 
the person that carries out the substantial 
modification should be required to perform 
a new conformity assessment before 
placing the modified machinery product on 
the market or putting it into service. That 
requirement should only apply with respect 
to the modified part of the machinery 
product, provided that the modification 
does not affect the machinery product as a 
whole. In order to avoid an unnecessary 
and disproportionate burden, the person 
carrying out the substantial modification 
should not be required to repeat tests and 
produce new documentation in relation to 
aspects of the machinery product that are 
not impacted by the modification. It should 
be up to the person who carries out the 
substantial modification to demonstrate 
that the modification does not have an 
impact on the machinery product as a 
whole.

risks for persons or domestic animals and 
do not cause harm to property and, where 
applicable, the environment, essential 
health and safety requirements should be 
set out which have to be met in order for 
the machinery products to be allowed on 
the market. Machinery products should 
comply with the essential health and safety 
requirements when placed on the market or 
put into service. Where such machinery 
products are subsequently modified, by 
physical or digital means, in a way that is 
not foreseen by the manufacturer and that 
may imply that it no longer meets the 
relevant essential health and safety 
requirements, the modification should be 
considered as substantial. However, repair 
and maintenance operations which do not 
affect the machinery product’s 
compliance with the relevant essential 
health and safety requirements should not 
be considered substantial modifications.
For example, users may upload software in 
a machinery product that is not foreseen by 
the manufacturer and that may generate 
new risks. A change to the hardware or 
software in a machinery product might 
change its intended functions, type or 
performance, which might change the 
nature of the hazard or increase the level 
of risk. In order to ensure the compliance 
of such a machinery product with the 
relevant essential health and safety 
requirements, the person that carries out 
the substantial modification should be 
required to perform a new conformity 
assessment before placing the modified 
machinery product on the market or putting 
it into service. That requirement should 
only apply with respect to the modified 
part of the machinery product, provided 
that the modification does not affect the 
machinery product as a whole. In order to 
avoid an unnecessary and disproportionate 
burden, the person carrying out the 
substantial modification should not be 
required to repeat tests and produce new 
documentation in relation to aspects of the 
machinery product that are not impacted by 
the modification. It should be up to the 
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person who carries out the substantial 
modification to demonstrate that the 
modification does not have an impact on 
the machinery product as a whole.

Or. en
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Compromise Amendment 6
Compromise amendment replacing Amendments: 7 - 8; 33 - 38; 92 - 95; 113 - 118; 214 - 232; 430 
- 431, EMPL 4 - EMPL 6

Articles 10 - 16; Annex IV; Recitals 25 - 38

Proposed by: EPP, S&D, Renew, Greens/EFA, ID, ECR

Proposal for a regulation
Article 10 – paragraph 1

Text proposed by the Commission Amendment

1. When placing a machinery product 
on the market, manufacturers shall ensure 
that it has been designed and constructed in 
accordance with the essential health and 
safety requirements set out in Annex III.

1. When placing a machinery product 
on the market or putting it into service, 
manufacturers shall ensure that it has been 
designed and constructed in accordance 
with the essential health and safety 
requirements set out in Annex III.

Or. en

Proposal for a regulation
Article 10 – paragraph 2 – subparagraph 1

Text proposed by the Commission Amendment

2. Before placing a machinery product 
on the market, manufacturers shall draw up 
the technical documentation referred to in 
Annex IV (‘technical documentation’) and 
carry out the relevant conformity 
assessment procedures referred to in 
Article 21 or Article 22 or have them 
carried out.

2. Before placing a machinery product 
on the market or putting it into service, 
manufacturers shall draw up the technical 
documentation referred to in Annex IV 
(‘technical documentation’) and carry out 
the relevant conformity assessment 
procedures referred to in Article 21 or 
Article 22 or have them carried out.

Or. en

Proposal for a regulation
Article 10 – paragraph 3

Text proposed by the Commission Amendment

3. Manufacturers shall keep the 
technical documentation and the EU 

3. Manufacturers shall keep the 
technical documentation and the EU 
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declaration of conformity, where relevant, 
at the disposal of the market surveillance 
authorities for ten years after the 
machinery product has been placed on the 
market. Where relevant, the source code or 
programmed logic included in the technical 
documentation shall be made available 
upon a reasoned request from the 
competent national authorities provided 
that it is necessary in order for those 
authorities to be able to check compliance 
with the essential health and safety 
requirements set out in Annex III.

declaration of conformity in paper or 
electronic form, where relevant, at the 
disposal of the market surveillance 
authorities for ten years after the 
machinery product has been placed on the 
market. Where relevant, the source code or 
programmed logic included in the technical 
documentation shall be made available 
upon a reasoned request from the 
competent national authorities provided 
that it is necessary in order for those 
authorities to be able to check compliance 
with the essential health and safety 
requirements set out in Annex III.

Or. en

Proposal for a regulation
Article 10 – paragraph 5

Text proposed by the Commission Amendment

5. Manufacturers shall ensure that the 
machinery products which they place on 
the market bears a type, batch or serial 
number or other element allowing its 
identification, or, where the size or nature 
of the machinery product does not allow it, 
that the required information is provided 
on the packaging or in a document 
accompanying the machinery product.

5. Manufacturers shall ensure that the 
machinery products which they place on 
the market or put into service bear a type, 
batch or serial number or other element 
allowing its identification, or, where the 
size or nature of the machinery product 
does not allow it, that the required 
information is provided on the packaging 
or in a document accompanying the 
machinery product.

Or. en

Proposal for a regulation
Article 10 – paragraph 6

Text proposed by the Commission Amendment

6. Manufacturers shall indicate their 
name, registered trade name or registered 
trade mark, the postal address and the 
email address at which they can be 
contacted on the machinery product or, 
where that is not possible, on its packaging 

6. Manufacturers shall indicate their 
name, registered trade name or registered 
trade mark, the postal address and the 
website or email address at which they can 
be contacted on the machinery product or, 
where that is not possible, on its packaging 
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or in a document accompanying the 
machinery product. The address shall 
indicate a single point at which the 
manufacturer can be contacted. The contact 
details shall be in a language easily 
understood by end-users and market 
surveillance authorities.

or in a document accompanying the 
machinery product. The address shall 
indicate a single point at which the 
manufacturer can be contacted. The contact 
details shall be in a language easily 
understood by end-users and market 
surveillance authorities.

Or. en

Proposal for a regulation
Article 10 – paragraph 9

Text proposed by the Commission Amendment

9. Manufacturers who consider or 
have reason to believe that a machinery 
product, which they have placed on the 
market or put into service is not in 
conformity with the essential health and 
safety requirements set out in Annex III 
shall immediately take the corrective 
measures necessary to bring that machinery 
product into conformity, to withdraw it or 
to recall it, as appropriate. Furthermore, 
where the machinery product presents a 
risk, manufacturers shall immediately 
inform the competent national authorities 
of the Member States in which they made 
the machinery product available on the 
market to that effect, giving details, in 
particular, of the non-conformity and of 
any corrective measures taken.

9. Manufacturers who consider or 
have reason to believe that a machinery 
product, which they have placed on the 
market or put into service is not in 
conformity with the essential health and 
safety requirements set out in Annex III 
shall immediately take the corrective 
measures necessary to bring that machinery 
product into conformity, to withdraw it or 
to recall it, as appropriate. Furthermore, 
where the machinery product presents a 
risk, manufacturers shall immediately 
inform the competent national authorities 
of the Member States in which they made 
the machinery product available on the 
market or put into service to that effect, 
giving details, in particular, of the non-
conformity and of any corrective measures 
taken.

Or. en

Proposal for a regulation
Article 11 – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) keep the EU declaration of 
conformity and the technical 
documentation at the disposal of the 
national market surveillance authorities for 

(a) keep the EU declaration of 
conformity and the technical 
documentation electronically at the 
disposal of the national market surveillance 
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ten years after the machinery product has 
been placed on the market;

authorities for ten years after the 
machinery product has been placed on the 
market;

Or. en

Proposal for a regulation
Article 11 – paragraph 2 – point b

Text proposed by the Commission Amendment

(b) further to a reasoned request from a 
competent national authority, provide that 
authority with all the information and 
documentation necessary to demonstrate 
the conformity of the machinery product;

(b) further to a reasoned request from a 
competent national authority, provide that 
authority with all the information and 
documentation necessary to demonstrate 
the conformity of the machinery product. It 
could be either in paper or electronic 
form;

Or. en

Proposal for a regulation
Article 12 – paragraph 3

Text proposed by the Commission Amendment

3. Importers shall indicate their name, 
registered trade name or registered trade 
mark, the postal address and the email 
address at which they can be contacted on 
the machinery product or, where that is not 
possible, on its packaging or in a document 
accompanying the machinery product. The 
contact details shall be in a language easily 
understood by end-users and market 
surveillance authorities.

3. Importers shall indicate their name, 
registered trade name or registered trade 
mark, the postal address and the website or
email address at which they can be 
contacted on the machinery product or, 
where that is not possible, on its packaging 
or in a document accompanying the 
machinery product. The contact details 
shall be in a language easily understood by 
end-users and market surveillance 
authorities.

Or. en

Proposal for a regulation
Annex IV – Part A – paragraph 2 – point o
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Text proposed by the Commission Amendment

(o) for sensor-fed, remotely-driven, or 
autonomous machinery product, if the 
safety related operations are  controlled by 
sensor data, a description, where 
appropriate, of the general characteristics, 
capabilities and limitations of the system, 
data, development, testing and validation 
processes used, without prejudice to the 
requirements for artificial intelligence 
(AI) systems set out in the Regulation 
(EU) .../... of the European Parliament 
and of the Council on a European 
approach for Artificial Intelligence if the 
safety related software includes an AI 
system;

(o) for sensor-fed, remotely-driven, or 
autonomous machinery product, if the 
safety related operations are  controlled by 
sensor data, a description, where 
appropriate, of the general characteristics, 
capabilities and limitations of the system, 
data, development, testing and validation 
processes used;

Or. en

Proposal for a regulation
Annex IV – Part B – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) a complete description of the partly 
completed machinery and of its intended 
use;

(a) a complete description of the partly 
completed machinery and of its intended 
function when incorporated into or 
assembled with machinery or other partly 
completed machinery or equipment;

Or. en

Proposal for a regulation
Annex IV – Part B – paragraph 2 – point j

Text proposed by the Commission Amendment

(j) a copy of the assembly instructions 
for the partly completed machinery set out 
in section 1.7.4 of Annex III;

(j) the EU declaration of 
incorporation for partly completed 
machinery set out in Annex V and the 
relevant assembly instructions for such 
machinery set out in Annex X;

Or. en
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Proposal for a regulation
Annex IV – Part B – paragraph 2 – point k

Text proposed by the Commission Amendment

(k) for partly completed machinery 
products produced in series , the internal 
measures that will be implemented to 
ensure that the partly completed machinery 
product remains in conformity with the 
essential health and safety requirements 
applied;

(k) for partly completed machinery 
produced in series, the internal measures 
that will be implemented to ensure that the 
partly completed machinery remains in 
conformity with the essential health and 
safety requirements applied;

Or. en

Proposal for a regulation
Annex IV – Part B – paragraph 2 – point m

Text proposed by the Commission Amendment

(m) for sensor-fed, remotely-driven, or 
autonomous partly completed machinery, if 
the safety related operations are controlled 
by sensor data, a description, where 
appropriate, of the general characteristics, 
capabilities and limitations of the system, 
data, development, testing and validation 
processes used, without prejudice to the 
requirements for artificial intelligence 
(AI) systems set out in the Regulation 
(EU) .../... of the European Parliament 
and of the Council on a European 
approach for Artificial Intelligence if the 
safety related software includes a AI 
system;

(m) for sensor-fed, remotely-driven, or 
autonomous partly completed machinery, if 
the safety related operations are controlled 
by sensor data, a description, where 
appropriate, of the general characteristics, 
capabilities and limitations of the system, 
data, development, testing and validation 
processes used;

Or. en

Proposal for a regulation
Recital 25

Text proposed by the Commission Amendment

(25) Economic operators should be (25) Economic operators should be 
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responsible for the compliance of 
machinery products with the requirements 
of this Regulation, in relation to their 
respective roles in the supply chain, so as 
to ensure a high level of protection of 
public interests, such as the health and 
safety of persons, where appropriate, 
domestic animals and property and, where 
applicable, the environment, as well as the 
fair competition on the Union market.

responsible for the compliance of 
machinery products with the requirements 
of this Regulation, in relation to their 
respective roles in the supply chain, so as 
to ensure a high level of protection of 
public interests, such as the health and 
safety of persons, in particular consumers 
and professional operators, where 
appropriate, domestic animals and property 
and, where applicable, the environment, as 
well as the fair competition on the Union 
market.

Or. en

Proposal for a regulation
Recital 29

Text proposed by the Commission Amendment

(29) The manufacturer or the 
manufacturer’s authorised representative
should also ensure that a risk assessment is 
carried out for the machinery product, 
which the manufacturer wishes to place on 
the market. For this purpose, the 
manufacturer should determine which of 
the essential health and safety requirements 
that are applicable to the machinery 
product and in respect of which measures 
must be taken to address the risks that the 
machinery product may present. Where the 
machinery product integrates an artificial 
intelligence system, the risks identified 
during the risk assessment should include 
those risks that may appear during the 
machinery product’s lifecycle due to an 
intended evolution of its behaviour to 
operate with varying levels of autonomy. 
In this respect, where the machinery 
product integrates an artificial 
intelligence system, the risk assessment 
for the machinery product should 
consider the risk assessment for that 
artificial intelligence system that has been 
carried out pursuant to Regulation (EU) 
.../... of the European Parliament and of 

(29) The manufacturer should also 
ensure that a risk assessment is carried out 
for the machinery product, which the 
manufacturer wishes to place on the 
market. For this purpose, the manufacturer 
should determine which of the essential 
health and safety requirements that are 
applicable to the machinery product and in 
respect of which measures must be taken to 
address the risks that the machinery 
product may present. The risk assessment 
should also address future updates or 
developments of software installed in the 
machinery product which were foreseen 
when the machinery product was placed 
on the market or put into service. The 
risks identified during the risk assessment 
should include those risks that may appear 
during the machinery product’s lifecycle 
due to an intended evolution of its 
behaviour to operate with varying levels of 
autonomy.
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the Council23 .

__________________

23 + OJ: Please insert in the text the 
number of the Regulation contained in 
document … .

Or. en

Proposal for a regulation
Recital 31

Text proposed by the Commission Amendment

(31) It is essential that, before drawing 
up the EU declaration of conformity, the 
manufacturer or the manufacturer’s 
authorised representative established in 
the Union prepares a technical 
construction file, which they should be 
required to make available to national 
authorities or notified bodies on request. 
Detailed plans of subassemblies used for 
the manufacture of the machinery product 
should only be required as part of the 
technical construction file where 
knowledge of such plans is essential for 
assessing conformity with the essential 
health and safety requirements set out in 
this Regulation.

(31) It is essential that, before drawing 
up the EU declaration of conformity, the 
manufacturer prepares a technical 
documentation file, which they should be 
required to make available to national 
authorities or notified bodies on request. 
Detailed plans of subassemblies used for 
the manufacture of the machinery product 
should only be required as part of the 
technical documentation file where 
knowledge of such plans is essential for 
assessing conformity with the essential 
health and safety requirements set out in 
this Regulation.

Or. en

Proposal for a regulation
Recital 32

Text proposed by the Commission Amendment

(32) It is necessary to ensure that 
machinery products from third countries 
entering the Union market comply with the 
requirements of this Regulation and do not 
pose a risk to the health and safety of 
persons, where appropriate, domestic 
animals and property and, where 
applicable, the environment, and in 

(32) It is necessary to ensure that 
machinery products from third countries 
entering the Union market comply with the 
requirements of this Regulation and do not 
pose a risk to the health and safety of 
persons, in particular consumers and 
professional operators, where appropriate, 
domestic animals and property and, where 
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particular, that appropriate conformity 
assessment procedures have been carried 
out by manufacturers with regard to such 
machinery products. Provision should 
therefore be made for importers to ensure 
that machinery products that they place on 
the market comply with the requirements 
of this Regulation and do not pose a risk to 
the health and safety of persons, where 
appropriate, domestic animals and property 
and, where applicable, the environment. 
For the same reason, provision should also 
be made for importers to ensure that the 
conformity assessment procedures have 
been carried out and that the CE marking 
and technical documentation drawn up by 
manufacturers are available for inspection 
by the competent national authorities.

applicable, the environment, and in 
particular, that appropriate conformity 
assessment procedures have been carried 
out by manufacturers with regard to such 
machinery products. Provision should 
therefore be made for importers to ensure 
that machinery products that they place on 
the market comply with the requirements 
of this Regulation and do not pose a risk to 
the health and safety of persons, where 
appropriate, domestic animals and property 
and, where applicable, the environment. 
For the same reason, provision should also 
be made for importers to ensure that the 
conformity assessment procedures have 
been carried out and that the CE marking 
and technical documentation drawn up by
manufacturers are available for inspection 
by the competent national authorities.

Or. en

Proposal for a regulation
Recital 34

Text proposed by the Commission Amendment

(34) When placing machinery products 
on the market, the importer should indicate 
on the machinery product his or her name, 
registered trade name or registered trade 
mark and the postal address at which he or 
she can be contacted. Exceptions should be 
provided for in cases where the size or 
nature of the machinery product does not 
allow it. This includes cases where the 
importer would have to open the packaging 
to put his or her name and address on the 
machinery product.

(34) When placing machinery products 
on the market, the importer should indicate 
on the machinery product his or her name, 
registered trade name or registered trade 
mark, the e-mail address and the postal 
address at which he or she can be 
contacted. Exceptions should be provided 
for in cases where the size or nature of the 
machinery product does not allow it. This 
includes cases where the importer would 
have to open the packaging to put his or 
her name and address on the machinery 
product.

Or. en
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Proposal for a regulation
Recital 35

Text proposed by the Commission Amendment

(35) In view of ensuring the health and 
safety of the users of the machinery 
product, economic operators should ensure 
that all relevant documentation, such as the 
user's instructions, whilst containing 
precise and comprehensible information, is 
easily understandable, takes into account 
technological developments and changes to 
end-user behaviour, and is as up to date as 
possible. When machinery products are 
made available on the market in packages 
containing multiple units, the instructions 
and information should accompany the 
smallest commercially available unit.

(35) In view of ensuring the health and 
safety of the users of the machinery 
product, economic operators should ensure 
that all relevant documentation, such as the 
user's instructions, whilst containing 
precise and comprehensible information, is 
easily understandable and available in a 
language which can be easily understood 
by end-users, as determined by the 
Member State concerned, takes into 
account technological developments and 
changes to end-user behaviour, and is as up 
to date as possible. When machinery 
products are made available on the market 
in packages containing multiple units, the 
instructions and information should 
accompany the smallest commercially 
available unit.

Or. en
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Compromise Amendment 7
Compromise amendment replacing Amendments: 9, 39 - 41, 96 - 100, 119 - 125, 130, 233 - 254,
432 - 437, EMPL 7 - EMPL 13, EMPL 18, EMPL 24

Articles 17 - 20; Annexes V - IX; Recitals 39 - 48

Proposed by: EPP, S&D, Renew, Greens/EFA, ID, ECR

Proposal for a regulation
Article 17 – paragraph 3 – point a

Text proposed by the Commission Amendment

(a) no reference to harmonised 
standards covering the relevant essential 
health and safety requirements is published 
in the Official Journal of the European 
Union in accordance with Regulation (EU) 
No 1025/2012;

(a) no reference to harmonised 
standards covering the relevant essential 
health and safety requirements is published 
in the Official Journal of the European 
Union in accordance with Regulation (EU) 
No 1025/2012 and no such reference is 
expected to be published within a 
reasonable period; and

Or. en

Proposal for a regulation
Article 17 – paragraph 3 – point b

Text proposed by the Commission Amendment

(b) the Commission has requested one 
or more European standardisation 
organisations to draft a harmonised 
standard for the essential health and safety 
requirements and there are undue delays 
in the standardisation procedure or the 
request has not been accepted by any of the 
European standardisation organisations.

(b) the Commission has requested one 
or more European standardisation 
organisations to draft a harmonised 
standard for the essential health and safety 
requirements and the requested standard 
has not been developed within three years 
following the standardisation request, or 
the request has not been accepted by any of 
the European standardisation organisations

Or. en

Proposal for a regulation
Article 17 – paragraph 3 – subparagraph 1 a (new)
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Text proposed by the Commission Amendment

The Commission shall duly consult all 
relevant stakeholders.

Or. en

Proposal for a regulation
Article 17 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4 a. If harmonised standards covering 
the essential health and safety 
requirements set out in Annex III are 
developed and the references to them are
published in the Official Journal of the 
European Union in accordance with 
Regulation (EU) No 1025/2012 in the 
future, the relevant technical 
specifications shall no longer apply.

Or. en

Proposal for a regulation
Article 18 – paragraph 2

Text proposed by the Commission Amendment

2. The EU declaration of conformity 
shall have the model structure set out in 
Annex V, shall contain the elements 
specified in the relevant modules set out in 
Annexes VI, VII, VIII and IX and shall be 
continuously updated. It shall be translated 
into the language or languages required by 
the Member State in which the machinery 
product is placed on the market or is made 
available on the market.

2. The EU declaration of conformity 
shall be able to be completed
electronically and shall have the model 
structure set out in Annex V, shall contain 
the elements specified in the relevant 
modules set out in Annexes VI, VII, VIII 
and IX. It shall be translated into the 
language or languages required by the 
Member State in which the machinery 
product is placed on the market or is made 
available on the market.

Or. en
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Proposal for a regulation
Annex V – point 3

Text proposed by the Commission Amendment

3. The address where the machine
product is permanently installed only for 
lifting machinery product installed in a 
building or a structure:

3. The address where the machinery
product is permanently installed only for 
lifting machinery product installed in a 
building or a structure:

Or. en

Proposal for a regulation
Annex V – point 6

Text proposed by the Commission Amendment

6. The object of the declaration 
described in point 4 is in conformity with 
the relevant Union harmonisation 
legislation:

6. The object of the declaration 
described in point 5 is in conformity with 
the relevant Union harmonisation 
legislation:

Or. en

Proposal for a regulation
Annex IX – point 3 – point 3.3 – paragraph 3

Text proposed by the Commission Amendment

The manufacturer or his or her authorised 
representative shall be notified of the 
decision.

The manufacturer shall be notified of the 
decision.

Or. en

Proposal for a regulation
Annex IX – point 5 – Title

Text proposed by the Commission Amendment

5. Conformity marking and 
declaration of conformity

5. CE marking and EU declaration of 
conformity
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Or. en

Proposal for a regulation
Annex IX – point 5 – point 5.1

Text proposed by the Commission Amendment

5.1. The manufacturer shall affix the 
required conformity marking set out in 
this Regulation, and, under the 
responsibility of the notified body referred 
to in point 3.1, the latter's identification 
number to each individual product that 
satisfies the applicable requirements of this 
Regulation.

5.1. The manufacturer shall affix the CE
marking, and, under the responsibility of 
the notified body referred to in point 3.1, 
the latter's identification number to each 
individual machinery product that satisfies 
the applicable requirements of this 
Regulation.

Or. en

Proposal for a regulation
Annex IX – point 5 – point 5.2

Text proposed by the Commission Amendment

5.2. The manufacturer shall draw up a 
written declaration of conformity for each 
machinery product model and keep it at the 
disposal of the national authorities for ten 
years after the machinery product has been 
placed on the market. The declaration of 
conformity shall identify the product model 
for which it has been drawn up.

5.2. The manufacturer shall draw up a 
written EU declaration of conformity for 
each machinery product model and keep it 
at the disposal of the national authorities 
for ten years after the machinery product 
has been placed on the market. The EU
declaration of conformity shall identify the 
product model for which it has been drawn 
up.

Or. en

Proposal for a regulation
Annex IX – point 5 – paragraph 1

Text proposed by the Commission Amendment

A copy of the declaration of conformity 
shall be made available to the relevant 
authorities upon request.

A copy of the EU declaration of 
conformity shall be made available to the 
relevant authorities upon request.
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Or. en

Proposal for a regulation
Recital 40

Text proposed by the Commission Amendment

(40) In the absence of relevant 
harmonised standards, the Commission 
should be able to establish technical 
specifications for the essential health and 
safety requirements. Recourse to technical 
specifications should be used as a fall back 
solution to facilitate the manufacturer’s 
obligation to comply with the health and 
safety requirements, for instance when the 
standardisation process is blocked due to a 
lack of consensus between stakeholders or 
there are undue delays in the establishment 
of a harmonised standard. Such delays 
could for example occur when the required 
quality is not reached.

(40) In the absence of relevant 
harmonised standards, the Commission 
should be able on an exceptional basis to 
establish technical specifications for the 
essential health and safety requirements 
provided that in doing so it duly respects 
the standardisation organisations’ role 
and functions. Recourse to technical 
specifications should be used as a fall back 
solution to facilitate the manufacturer’s 
obligation to comply with the health and 
safety requirements, for instance when the 
standardisation process is blocked due to a 
lack of consensus between stakeholders or 
there are undue delays in the establishment 
of a harmonised standard. Such delays 
could for example occur when the required 
quality is not reached.

Or. en

Proposal for a regulation
Recital 45

Text proposed by the Commission Amendment

(45) The list of high-risk machinery in 
Annex I to Directive 2006/42/EC is so far 
based on the risk emanating from the 
intended use or any reasonably foreseeable 
misuse of that machinery. Nevertheless, the 
machinery sector embraces new ways of 
designing and constructing machinery 
products that may imply high risks, 
regardless of such intended use or any 
reasonably foreseeable misuse. For 
example, software ensuring safety 
functions of machinery based on artificial 
intelligence, embedded or not in the 

(45) The list of machinery in Annex IV
to Directive 2006/42/EC is so far based on 
the risk emanating from the intended use or 
any reasonably foreseeable misuse of that 
machinery. Nevertheless, the machinery 
sector embraces new ways of designing 
and constructing machinery products that 
may imply high risks, regardless of such 
intended use or any reasonably foreseeable 
misuse. For example, software ensuring 
safety functions of machinery based on 
artificial intelligence, embedded or not in 
the machinery product, should be classified 
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machinery product, should be classified as 
a high-risk machinery product due to the 
characteristics of artificial intelligence such 
as data dependency, opacity, autonomy and 
connectivity, which might increase very 
much the probability and severity of harm 
and seriously affect the safety of the 
machinery product. Furthermore, the 
market for software ensuring safety 
functions of machinery products based on 
artificial intelligence is so far very small, 
which results in a lack of experience and 
data. Therefore, the conformity assessment 
of software ensuring safety functions based 
on artificial intelligence should be carried 
out by a third party.

as a potentially high-risk machinery 
product due to the characteristics of 
artificial intelligence such as data 
dependency, opacity, autonomy and 
connectivity, which might increase very 
much the probability and severity of harm 
and seriously affect the safety of the 
machinery product. Therefore, the 
conformity assessment of software 
ensuring safety functions based on artificial 
intelligence should be carried out by a third 
party.

Or. en

Proposal for a regulation
Recital 45 a (new)

Text proposed by the Commission Amendment

(45 a) Nevertheless, provisions related to 
the conformity assessment of software 
ensuring safety functions set out in this 
Regulation should only apply to AI 
systems with a self-determining and 
evolving behaviour during normal 
operation that are developed through any 
machine learning techniques and 
approaches. On the contrary, those 
provisions should not apply to 
conventional software incapable to learn 
or evolve, and programmed only to 
execute certain automated functions of 
machinery products.

Or. en

Proposal for a regulation
Recital 46 a (new)
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Text proposed by the Commission Amendment

(46 a) The harmonised standards 
relevant to this Regulation should take 
into account the requirements of Directive 
(EU) 2019/882 (European Accessibility 
Act) and the United Nations Convention 
on the Rights of Persons with 
Disabilities1a

__________________

1a OJ L 23, 27.1.2010, p. 35.

Or. en
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Compromise Amendment 8
Compromise amendment replacing Amendments: 10, 42 - 49, 112, 126 - 127, 255 - 270, 436 - 438, 
EMPL 3, EMPL 25

Articles 21 - 23; Annex X; Recitals 24, 49 - 50

Proposed by: EPP, S&D, Greens/EFA, ID, ECR

Proposal for a regulation
Article 21 – paragraph 1

Text proposed by the Commission Amendment

1. In order to certify the conformity of 
a machinery product with this Regulation, 
the manufacturer or its authorised 
representative and the person who has 
carried out a substantial modification to the 
machinery product, shall apply one of the 
procedures for assessment of conformity 
referred to in paragraphs 2 and 3.

1. In order to certify the conformity of 
a machinery product with this Regulation, 
the manufacturer and the person who has 
carried out a substantial modification to the 
machinery product, shall apply one of the 
procedures for assessment of conformity 
referred to in paragraphs 2, 2a and 3.

Or. en

Proposal for a regulation
Article 21 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. Where the machinery product is a 
high-risk machinery product listed in 
Annex I, the manufacturer or the 
manufacturer’s authorised representative
and the person who has carried out a 
substantial modification to the machinery 
product shall apply one of the following 
procedures:

2. Where the machinery product is a 
machinery product listed in Annex I, part 
A, the manufacturer and the person who 
has carried out a substantial modification 
to the machinery product shall apply one of 
the following procedures:

Or. en

Proposal for a regulation
Article 21 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. Where the machinery product is a 
machinery product listed in Annex I, part 
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B, and manufactured in accordance with 
harmonised standards or technical 
specifications covering all the relevant 
essential health and safety requirments, 
the manufacturer and the person who has 
carried out a substantial modification to 
the machinery product shall apply one of 
the following procedures:

(a) The internal production control 
procedure (module A) set out in Annex 
VI;

(b) EU type-examination procedure 
(module B) provided for in Annex VII, 
followed by conformity to type based on 
internal production control (module C) set 
out in Annex VIII; 

(c) Conformity based on full quality 
assurance (module H) set out in Annex 
IX.

Or. en

Proposal for a regulation
Article 21 – paragraph 3

Text proposed by the Commission Amendment

3. Where the machinery product is not 
a high-risk machinery product listed in 
Annex I, the manufacturer or the 
manufacturer’s authorised representative
and the person who has made a substantial 
modification to the machinery product 
shall apply the internal production control 
procedure (module A) set out in Annex VI.

3. Where the machinery product is not 
a machinery product listed in Annex I, the 
manufacturer and the person who has made 
a substantial modification to the machinery 
product shall apply the internal production 
control procedure (module A) set out in 
Annex VI.

Or. en

Proposal for a regulation
Article 21 – paragraph 4

Text proposed by the Commission Amendment

4. Notified bodies shall take into 
account the specific interests and needs of 

4. Notified bodies shall take into 
account the specific interests and needs of 
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small and medium sized enterprises when 
setting the fees for conformity assessment 
and reduce those fees proportionately to 
their specific interests and needs.

small and medium sized enterprises when 
setting the fees for conformity assessment.

Or. en

Proposal for a regulation
Article 22 – title

Text proposed by the Commission Amendment

Conformity assessment procedures for 
partly completed machinery

Procedures for partly completed machinery

Or. en

Proposal for a regulation
Article 22 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. The manufacturer of partly 
completed machinery or the 
manufacturer’s authorised representative
shall, before placing partly completed 
machinery on the market, ensure that the 
following documents are drawn up:

1. The manufacturer of partly 
completed machinery shall, before placing 
partly completed machinery on the market, 
ensure that the following documents are 
drawn up, in paper or electronic form:

Or. en

Proposal for a regulation
Article 22 – paragraph 2

Text proposed by the Commission Amendment

2. Where relevant, the manufacturer 
of partly completed machinery or the 
manufacturer’s authorised representative
shall make available to the competent 
national authority upon its request the 
source code or programmed logic included 
in the technical documentation referred to 
in paragraph 1, point (a), , provided that it 

2. Where relevant, the manufacturer 
of partly completed machinery shall make 
available to the competent national 
authority upon its request the source code 
or programmed logic included in the 
technical documentation referred to in 
paragraph 1, point (a), provided that it is 
needed in order for that authority to be able 
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is needed in order for that authority to be 
able to check compliance with the essential 
health and safety requirements set out in 
Annex III. The assembly instructions 
referred to in paragraphs 1, point (b), and 
the declaration of incorporation referred to 
in paragraph 1, point (c), shall accompany 
the partly completed machinery until it is 
incorporated into the final machinery 
product and shall afterwards form part of 
the technical file for that machinery 
product.

to check compliance with the essential 
health and safety requirements set out in 
Annex III. The assembly instructions 
referred to in paragraphs 1, point (b), and 
the EU declaration of incorporation 
referred to in paragraph 1, point (c), shall 
accompany the partly completed 
machinery until it is incorporated into the 
final machinery product and shall 
afterwards form part of the technical file 
for that machinery product.

Or. en

Proposal for a regulation
Annex X – paragraph 2 a (new)

Text proposed by the Commission Amendment

The assembly instructions may be
provided by the manufacturer in 
electronic form.

Or. en

Proposal for a regulation
Recital 24

Text proposed by the Commission Amendment

(24) In the machinery sector, around 98 
% of the companies are small or medium 
sized enterprises (SMEs). In order to 
reduce the regulatory burden on SMEs, 
notified bodies should adapt the fees for 
conformity assessments and reduce them 
proportionately to the specific interests 
and needs of SMEs.

(24) In the machinery sector, around 98 
% of the companies are small or medium 
sized enterprises (SMEs). In order to avoid 
unnecessary burdens on SMEs, notified 
bodies should simplify and facilitate 
procedures.

Or. en
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Proposal for a regulation
Recital 50

Text proposed by the Commission Amendment

(50) Manufacturers should be 
responsible for certifying the conformity of
their machinery products with this 
Regulation. Nevertheless, for certain types 
of machinery products that have a higher 
risk factor, a stricter certification
procedure requiring participation of a 
notified body should be required.

(50) Manufacturers should be 
responsible for ensuring that a conformity 
assessment is carried out in respect of
their machinery products in accordance
with this Regulation. Nevertheless, for 
certain types of machinery products that 
have a higher risk factor, a stricter 
conformity assessment procedure requiring 
the participation of a notified body could
be applied.

Or. en



67/77

EN

Compromise Amendment 9
Compromise amendment replacing Amendments: 128, 271 - 299

Articles 24 - 40; Recitals 51 - 58

Proposed by: EPP, S&D, Renew, Greens/EFA, ID, ECR, The Left

Proposal for a regulation
Article 28 – paragraph 4 – subparagraph 1

Text proposed by the Commission Amendment

A conformity assessment body, its top-
level management and the personnel 
responsible for carrying out the conformity 
assessment tasks shall not be the designer, 
manufacturer, supplier, installer, purchaser, 
owner, user or maintainer of a machinery 
product, that they assess, nor the 
representative of any of those parties. This 
shall not preclude the use of a machinery 
product that is necessary for the operations 
of the conformity assessment body or the 
use of a machinery product for personal 
purposes.

A conformity assessment body, its top-
level management and the personnel 
responsible for carrying out the conformity 
assessment tasks shall not be the designer, 
manufacturer, supplier, importer, 
distributor, installer, purchaser, owner, 
user or maintainer of a machinery product, 
that they assess, nor the authorised
representative of any of those parties. This 
shall not preclude the use of a machinery 
product that is necessary for the operations 
of the conformity assessment body or the 
use of a machinery product for personal 
purposes.

Or. en

Proposal for a regulation
Article 28 – paragraph 4 – subparagraph 2

Text proposed by the Commission Amendment

A conformity assessment body, its top-
level management and the personnel 
responsible for carrying out the conformity 
assessment tasks shall not be directly 
involved in the design, manufacture, 
marketing, installation, use or maintenance 
of machinery products, or represent the 
parties engaged in those activities. They 
shall not engage in any activity that may 
conflict with their independence of 
judgement or integrity in relation to 
conformity assessment activities for which 
they are notified. This shall in particular 

A conformity assessment body, its top-
level management and the personnel 
responsible for carrying out the conformity 
assessment tasks shall not be directly 
involved in the design, import, 
distribution, manufacture, marketing, 
installation, use or maintenance of 
machinery products, or represent the 
parties engaged in those activities. They 
shall not engage in any activity that may 
conflict with their independence of 
judgement or integrity in relation to 
conformity assessment activities for which 
they are notified. This shall in particular 
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apply to consultancy services. apply to consultancy services.

Or. en

Proposal for a regulation
Article 28 – paragraph 6 – subparagraph 1

Text proposed by the Commission Amendment

A conformity assessment body shall be 
capable of carrying out all the conformity 
assessment activities mentioned in 
Annexes VII, VIII and IX and in relation to 
which it has been notified, whether those 
tasks are carried out by the conformity 
assessment body itself or on its behalf and 
under its responsibility.

A conformity assessment body shall be 
capable of carrying out all the conformity 
assessment tasks mentioned in Annexes 
VII, VIII and IX and in relation to which it 
has been notified, whether those tasks are 
carried out by the conformity assessment 
body itself or on its behalf and under its 
responsibility.

Or. en

Proposal for a regulation
Article 28 – paragraph 6 – subparagraph 2 – point a

Text proposed by the Commission Amendment

(a) personnel with technical knowledge 
and sufficient and appropriate experience 
to perform the conformity assessment 
activities;

(a) personnel with technical knowledge 
and sufficient and appropriate experience 
to perform the conformity assessment 
tasks;

Or. en

Proposal for a regulation
Article 28 – paragraph 6 – subparagraph 2 – point c

Text proposed by the Commission Amendment

(c) appropriate policies and procedures 
to distinguish between activities that it 
carries out as a notified body and other 
activities;

(c) appropriate policies and procedures 
to distinguish between tasks that it carries 
out as a notified body and other activities;

Or. en



69/77

EN

Compromise Amendment 10 a
Compromise amendment replacing Amendments: 11, 50 - 56, 58, 59, 61, 129, 300, 301, 304 - 308, 
310, EMPL 14 - EMPL 17

Articles 41 - 48, 50, 51(2); Recitals 59 - 76

Proposed by: EPP, S&D, Renew, Greens/EFA, ID, ECR

Proposal for a regulation
Article 41 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

1. Where the market surveillance 
authorities of one Member State have 
sufficient reason to believe that a 
machinery product covered by this 
Regulation presents a risk to the health or 
safety of persons, and, where appropriate, 
domestic animals or to property and, where 
applicable, the environment, they shall 
carry out an evaluation in relation to the 
machinery product concerned covering all 
relevant requirements laid down in this 
Regulation. The relevant economic 
operators shall cooperate as necessary with 
the market surveillance authorities for that 
purpose.

1. Where the market surveillance 
authorities of one Member State have 
sufficient reason to believe that a 
machinery product covered by this 
Regulation does not comply with the 
requirements laid down in this Regulation 
or presents a risk to the health or safety of 
persons, and, where appropriate, domestic 
animals or to property and, where 
applicable, the environment, they shall 
carry out an evaluation in relation to the 
machinery product concerned covering all 
relevant requirements laid down in this 
Regulation. The relevant economic 
operators shall cooperate as necessary with 
the market surveillance authorities for that 
purpose.

Or. en

Proposal for a regulation
Article 41 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

Where, in the course of the evaluation 
referred to in the first subparagraph, the 
market surveillance authorities find that the 
machinery product does not comply with 
the requirements laid down in this 
Regulation, they shall without delay 
require the relevant economic operator to 
take all appropriate corrective action to 
bring the machinery product into 

Where, in the course of the evaluation 
referred to in the first subparagraph, the 
market surveillance authorities find that the 
machinery product does not comply with 
the requirements laid down in this 
Regulation, they shall without delay 
require the relevant economic operator to 
take appropriate and proportionate
corrective action, as provided for in Article 



70/77

EN

compliance with those requirements, to 
withdraw the machinery product from the 
market, or to recall it within a reasonable 
period which is commensurate with the 
nature of the risk referred to in the first 
subparagraph.

16(3) of Regulation (EU) 2019/1020, to 
bring the non-compliance to an end or to 
eliminate the risk they specify within a 
reasonable period which is commensurate 
with the nature of the risk referred to in the 
first subparagraph.

Or. en

Proposal for a regulation
Article 41 – paragraph 3

Text proposed by the Commission Amendment

3. The economic operator shall ensure 
that all appropriate corrective action is 
taken in respect of all the machinery 
products concerned that the economic 
operator has made available on the market 
throughout the Union.

3. The economic operator shall ensure 
that appropriate corrective action is taken 
in respect of all the machinery products 
concerned that the economic operator has 
made available on the market throughout 
the Union.

Or. en

Proposal for a regulation
Article 41 – paragraph 4 – subparagraph 1

Text proposed by the Commission Amendment

4. Where the relevant economic 
operator does not take adequate corrective 
action within the period referred to in 
paragraph 1, second subparagraph, the 
market surveillance authorities shall take 
all appropriate provisional measures to 
prohibit or restrict the machinery product 
being made available on their national 
market, to withdraw the machinery 
product from that market or to recall it.

4. Where the relevant economic 
operator does not take corrective action 
referred to in paragraph 1, second 
subparagraph, within the specified period 
or where the non-compliance or the risk 
referred to in paragraph 1, first 
subparagrapgh, persists, the market 
surveillance authorities shall ensure that
the machinery product concerned is 
withdrawn or recalled, or that making
available on the market is prohibited or 
restricted, and that the public, the 
Commission and the other Member States 
are informed accordingly without delay.

Or. en
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Proposal for a regulation
Article 41 – paragraph 4 – subparagraph 2

Text proposed by the Commission Amendment

The market surveillance authorities shall 
inform the Commission and the other 
Member States, without delay, of those 
measures.

deleted

Or. en

Proposal for a regulation
Article 41 – paragraph 5 – introductory part

Text proposed by the Commission Amendment

5. The information referred to in 
paragraph 4, second subparagraph, shall 
include all available details, in particular 
the data necessary for the identification of 
the non-compliant machinery product, the 
origin of that machinery product, the nature 
of the non-compliance alleged and the risk 
involved, the nature and duration of the 
national measures taken and the arguments 
put forward by the relevant economic 
operator. In particular, the market 
surveillance authorities shall indicate 
whether the non-compliance is due to any 
of the following:

5. The information referred to in 
paragraph 4 shall include all available 
details, in particular the data necessary for 
the identification of the non-compliant 
machinery product, the origin of that 
machinery product, the nature of the non-
compliance alleged and the risk involved, 
the nature and duration of the national 
measures taken and the arguments put 
forward by the relevant economic operator. 
In particular, the market surveillance 
authorities shall indicate whether the non-
compliance is due to any of the following:

Or. en

Proposal for a regulation
Article 41 – paragraph 7

Text proposed by the Commission Amendment

7. Where, within three months of 
receipt of the information referred to in 
paragraph 4, second subparagraph, no 
objection has been raised by either a 
Member State or the Commission in 
respect of a provisional measure taken by a 
Member State, that measure shall be 

7. Where, within three months of 
receipt of the information referred to in 
paragraph 4, no objection has been raised 
by either a Member State or the 
Commission in respect of a measure taken 
by a Member State, that measure shall be 
deemed justified.
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deemed justified.

Or. en

Proposal for a regulation
Article 45 – paragraph 2

Text proposed by the Commission Amendment

2. The power to adopt delegated acts 
referred to in Articles 5(2) and 6(2) shall 
be conferred on the Commission for a 
period of five years from … [the date of 
entry into force of this Regulation]. The 
Commission shall draw up a report in 
respect of the delegation of power not later 
than nine months before the end of the 
five-year period. The delegation of power 
shall be tacitly extended for periods of an 
identical duration, unless the European 
Parliament or the Council opposes such 
extension not later than three months 
before the end of each period.

2. The power to adopt delegated acts 
referred to in Articles 5(2), 5(4a) and 6(2) 
shall be conferred on the Commission for a 
period of five years from … [the date of 
entry into force of this Regulation]. The 
Commission shall draw up a report in 
respect of the delegation of power not later 
than nine months before the end of the 
five-year period. The delegation of power 
shall be tacitly extended for periods of an 
identical duration, unless the European 
Parliament or the Council opposes such 
extension not later than three months 
before the end of each period.

Or. en

Proposal for a regulation
Article 45 – paragraph 4

Text proposed by the Commission Amendment

4. The delegation of powers referred 
to in Articles 5(2) and 6(2) may be revoked 
at any time by the European Parliament or 
by the Council. A decision to revoke shall 
put an end to the delegation of the power 
specified in that decision. It shall take 
effect the day following the publication of 
the decision in the Official Journal of the 
European Union or at a later date specified 
therein. It shall not affect the validity of 
any delegated acts already in force.

4. The delegation of powers referred 
to in Articles 5(2), 5(4a) and 6(2) may be 
revoked at any time by the European 
Parliament or by the Council. A decision to 
revoke shall put an end to the delegation of 
the power specified in that decision. It shall 
take effect the day following the 
publication of the decision in the Official 
Journal of the European Union or at a later 
date specified therein. It shall not affect the 
validity of any delegated acts already in 
force.

Or. en
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Proposal for a regulation
Article 45 – paragraph 6

Text proposed by the Commission Amendment

6. A delegated act adopted pursuant to 
Articles 5(2) and 6(2) shall enter into force 
only if no objection has been expressed 
either by the European Parliament or the 
Council within a period of two months of 
notification of that act to the European 
Parliament and the Council or if, before the 
expiry of that period, the European 
Parliament and the Council have both 
informed the Commission that they will 
not object. That period shall be extended 
by two months at the initiative of the 
European Parliament or of the Council.

6. A delegated act adopted pursuant to 
Articles 5(2), 5(4a) and 6(2) shall enter 
into force only if no objection has been 
expressed either by the European
Parliament or the Council within a period 
of two months of notification of that act to 
the European Parliament and the Council 
or if, before the expiry of that period, the 
European Parliament and the Council have 
both informed the Commission that they 
will not object. That period shall be 
extended by two months at the initiative of 
the European Parliament or of the Council.

Or. en

Proposal for a regulation
Article 50 – paragraph 1

Text proposed by the Commission Amendment

1. Member States shall not until … 
[42 months after the date of entry into 
force of this Regulation] impede the 
making available on the market of 
machinery which was placed on the market 
in conformity with Directive 2006/42/EC 
before … [the date of entry into force of 
this Regulation]. However, Chapter VI of 
this Regulation shall apply mutatis 
mutandis to such machinery instead of 
Article 11 of that Directive, including 
machinery for which a procedure has 
already been initiated under Article 11 of 
Directive 2006/42/EC as from … [the date 
of entry into force of this Regulation].

1. Member States shall not impede the 
making available on the market of 
machinery which was placed on the market 
in conformity with Directive 2006/42/EC 
before … [the date of application of this 
Regulation]. However, Chapter VI of this 
Regulation shall apply mutatis mutandis to 
such machinery instead of Article 11 of 
that Directive, including machinery for 
which a procedure has already been 
initiated under Article 11 of Directive 
2006/42/EC as from … [the date of 
application of this Regulation].

Or. en
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Proposal for a regulation
Article 50 – paragraph 2

Text proposed by the Commission Amendment

2. EC type-examination certificates 
and approval decisions issued in 
accordance with Article 14 of Directive 
2006/42/EC shall remain valid until … [42 
months after the date of entry into force 
of this Regulation], unless they expire 
before that date.

2. EC type-examination certificates 
and approval decisions issued in 
accordance with Article 14 of Directive 
2006/42/EC shall remain valid until they 
expire.

Or. en

Proposal for a regulation
Article 51 – paragraph 2 – point b

Text proposed by the Commission Amendment

(b) the conformity assessment 
procedure applicable to high-risk
machinery products listed in Annex I.

(b) the conformity assessment 
procedure applicable to machinery 
products listed in Annex I.

Or. en

Proposal for a regulation
Recital 60

Text proposed by the Commission Amendment

(60) Member States should take all 
appropriate measures to ensure that 
machinery products covered by this 
Regulation may be placed on the market 
only if, when properly installed and used 
for its intended purpose, or under 
conditions of use which can be reasonably 
foreseen, it does not endanger the health or 
safety of persons, and, where appropriate, 
domestic animals and property and, where 
applicable, the environment. Machinery 
products covered by this Regulation should 
be considered as non-compliant with the 
essential health and safety requirements 
laid down in this Regulation only under 

(60) Member States should take all 
appropriate measures to ensure that 
machinery products covered by this 
Regulation may be placed on the market 
only if, when properly installed and used 
for its intended purpose, or under 
conditions of use which can be reasonably 
foreseen, it does not endanger the health or 
safety of persons, in particular consumers 
and professional operators, and, where 
appropriate, domestic animals and property 
and, where applicable, the environment. 
Machinery products covered by this 
Regulation should be considered as non-
compliant with the essential health and 
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conditions of use, which could result from 
lawful and readily predictable human 
behaviour.

safety requirements laid down in this 
Regulation only under conditions of use, 
which could result from lawful and readily 
predictable human behaviour.

Or. en

Proposal for a regulation
Recital 65

Text proposed by the Commission Amendment

(65) In order to take into account 
technical progress and knowledge or new 
scientific evidence, the power to adopt acts 
in accordance with Article 290 of the 
Treaty on the Functioning of the European 
Union should be delegated to the 
Commission in respect of amending the list 
of high-risk machinery products and the 
indicative list of safety components. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
to the Council.

(65) In order to take into account 
technical progress and knowledge or new 
scientific evidence and to ensure a 
sufficient level of data availability, the 
power to adopt acts in accordance with 
Article 290 of the Treaty on the 
Functioning of the European Union should 
be delegated to the Commission in respect 
of amending the list of machinery products 
in Annex I and the indicative list of safety 
components in Annex II, and of 
supplementing the obligations of Member 
States to provide information on 
machinery products. Where a new 
machinery product is added to the list in 
Annex I, the Commission should ensure 
that economic operators are provided with 
sufficient time to comply with their 
obligations under this Regulation. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including with 
experts and stakeholders. The 
Commission, when preparing and drawing 
up delegated acts, should ensure a 
simultaneous, timely and appropriate 
transmission of relevant documents to the 
European Parliament and to the Council.

Or. en

Proposal for a regulation
Recital 66
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Text proposed by the Commission Amendment

(66) In order to ensure uniform 
conditions for the implementation of this 
Regulation, implementing powers should 
be conferred on the Commission 
establishing technical specifications for the 
essential health and safety requirements, 
requesting the notifying Member State to 
take the necessary corrective measures in 
respect of a notified body that does not 
meet the requirements for its notification 
and establishing whether a national 
measure in respect of compliant machinery 
which a Member State finds to pose a risk 
to health and safety of persons is justified. 
Those powers should be exercised in 
accordance with Regulation (EU) No 
182/2011 of the European Parliament and 
of the Council14 .

(66) In order to ensure uniform 
conditions for the implementation of this 
Regulation, implementing powers should 
be conferred on the Commission 
establishing technical specifications for the 
health and safety requirements, requesting 
the notifying Member State to take the 
necessary corrective measures in respect of 
a notified body that does not meet the 
requirements for its notification and 
establishing whether a national measure in 
respect of compliant machinery which a 
Member State finds to pose a risk to health 
and safety of persons, in particular 
consumers and professional operators, is 
justified. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011 of the European 
Parliament and of the Council14.

_________________ _________________

14 Regulation (EU) No 182/2011 of the 
European Parliament and of the Council of 
16 February 2011 laying down the rules 
and general principles concerning 
mechanisms for control by Member States 
of the Commission's exercise of 
implementing powers (OJ L 55, 28.2.2011, 
p. 13).

14 Regulation (EU) No 182/2011 of the 
European Parliament and of the Council of 
16 February 2011 laying down the rules 
and general principles concerning 
mechanisms for control by Member States 
of the Commission's exercise of 
implementing powers (OJ L 55, 28.2.2011, 
p. 13).

Or. en
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Compromise Amendment 10 b
Compromise amendment replacing Amendments: 57, 60, 62, 302, 303, 309, 311, 312, 313

Articles 49, 51(1), 52

Proposed by: EPP, Renew, ID, ECR

Proposal for a regulation
Article 49 – paragraph 2 – subparagraph 1

Text proposed by the Commission Amendment

2. Directive 2006/42/EC is repealed 
with effect from … [30 months after the 
date of entry into force of this Regulation].

2. Directive 2006/42/EC is repealed 
with effect from … [48 months after the 
date of entry into force of this Regulation].

Or. en

Proposal for a regulation
Article 51 – paragraph 1

Text proposed by the Commission Amendment

1. By … [54 months after the date of 
entry into force of this Regulation] and 
every four years thereafter, the 
Commission shall submit a report on the 
evaluation and review of this Regulation to 
the European Parliament and to the 
Council. The reports shall be made public.

1. By … [72 months after the date of 
entry into force of this Regulation] and 
every four years thereafter, the 
Commission shall submit a report on the 
evaluation and review of this Regulation to 
the European Parliament and to the 
Council. The reports shall be made public.

Or. en

Proposal for a regulation
Article 52 – paragraph 2

Text proposed by the Commission Amendment

It shall apply from … [30 months after the 
date of entry into force of this Regulation].

It shall apply from … [48 months after the 
date of entry into force of this Regulation].

Or. en

*******


	FinalCOMPMachineryproducts_EN.docx

