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Commission Proposal EP Mandate Council Mandate Draft Agreement
Formula
1 2022/0279 (COD) 2022/0279 (COD) 2022/0279 (COD) 2022/0279 (COD)
Proposal Title
Proposal for a Proposal for a Proposal for a Lepa e o
REGULATION OF THE REGULATION OF THE REGULATION OF THE REGULATION OF THE
EUROPEAN PARLIAMENT AND | EUROPEAN PARLIAMENT AND | EUROPEAN PARLIAMENT AND | EUROPEAN PARLIAMENT AND
OF THE COUNCIL OF THE COUNCIL OF THE COUNCIL OF THE COUNCIL
amending Regulations (EU) amending Regulations (EU) amending Regulations (EU) _amending Regulations (EU)
2016/424, (EU) 2016/425, (EU) 2016/424, (EU) 2016/425, (EU) 2016/424, (EU) 2016/425, (EU) 2016/424, (EU) 2016/425, (EU)
2016/426, (EU) 2019/1009 and (EU) | 2016/426, (EU) 2019/1009, (EU) 2016/426, (EU) 20494009-and«(EH) | 2016/426, (EU) 20494-009-and-(EH)
No 305/2011 as regards emergency | 2023/988, (EU) 2023/1230 and (EU) | Ne-305/226HNo 305/2011 and (EU) | ANo-3052041LNo 305/2011, (EU)
2 procedures for the conformity No 305/2011 as regards emergency | 2023/1230 as regards emergency 2023/988 and (EU) 2023/1230 as

assessment, adoption of common
specifications and market
surveillance due to a Single Market
emergency

(Text with EEA relevance)

procedures for the conformity
assessment, adoption of common
specifications and market
surveillance due to &-Singlean
internal market emergency
_(Text with EEA relevance)

procedures for the conformity
assessment, adoption of common
specifications and market
surveillance due to a Single Market
emergency

(Text with EEA relevance)

regards emergency procedures for
the conformity assessment,
presumption of conformity,

adoption of common specifications
and market surveillance due to &
Singtean Internal Market
emergency

(Text with EEA relevance)
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

Text Origin: Council Mandate

| Formula

THE EUROPEAN PARLIAMENT
AND THE COUNCIL OF THE
EUROPEAN UNION,

THE EUROPEAN PARLIAMENT
AND THE COUNCIL OF THE
EUROPEAN UNION,

THE EUROPEAN PARLIAMENT
AND THE COUNCIL OF THE
EUROPEAN UNION,

THE EUROPEAN PARLIAMENT
AND THE COUNCIL OF THE
EUROPEAN UNION,

Citation 1

Having regard to the Treaty on the
Functioning of the European Union,
and in particular Article 114 thereof,

Having regard to the Treaty on the
Functioning of the European Union,
and in particular Article 114 thereof,

Having regard to the Treaty on the
Functioning of the European Union,
and in particular Article 114 thereof,

Having regard to the Treaty on the
Functioning of the European Union,
and in particular Article 114 thereof,

Citation 2

Having regard to the proposal from
the European Commission,

Having regard to the proposal from
the European Commission,

Having regard to the proposal from
the European Commission,

Having regard to the proposal from
the European Commission,

Citation 3

After transmission of the draft
legislative act to the national
parliaments,

After transmission of the draft
legislative act to the national
parliaments,

After transmission of the draft
legislative act to the national
parliaments,

After transmission of the draft
legislative act to the national
parliaments,

Citation 4

(9]

Having regard to the opinion of the
European Economic and Social
Committee',

Having regard to the opinion of the
European Economic and Social
Committee',

Having regard to the opinion of the
European Economic and Social
Committee',

Having regard to the opinion of the
European Economic and Social
Committee',
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Draft Agreement

1.0JC,,p.. 1.oJIC,,p.. 1.OJC,,p.. 1.oJC,,p..
Citation 5
Acting in accordance with the Acting in accordance with the Acting in accordance with the Acting in accordance with the
ordinary legislative procedure!, ordinary legislative procedure!, ordinary legislative procedure!, ordinary legislative procedure!,
8 - - - -

1. Position of the European Parliament of 1. Position of the European Parliament of 1. Position of the European Parliament of 1. Position of the European Parliament of
xxx (not yet published in the Official xxX (not yet published in the Official xxX (not yet published in the Official xxX (not yet published in the Official
Journal) and Decision of the Council of xxx. | Journal) and Decision of the Council of xxx. | Journal) and Decision of the Council of xxx. | Journal) and Decision of the Council of xxx.

| Formula

I 9 Whereas: Whereas: Whereas: Whereas:
|Recha|1

(1) [insert reference to SMEI
Regulation] aims to ensure the
normal functioning of the Single
Market, including the free
movement of goods, services and

(1) [insert reference to
SMEHMERA Regulation] aims to
ensure the normal functioning of the
Singteinternal market, including the
free movement of goods, services

(1) [insert reference to SMEI
Regulation] aims to ensure the
normal functioning of the Single
Market, including the free
movement of goods, services and

(1) [insert reference to
SMEHMERA Regulation] aims to
ensure the normal functioning of the
Singteinternal market, including the
free movement of goods, services

10 persons and guarantee the and persons and suaranteeensure persons and guarantee the and persons and guaranteeensure
availability of crisis-relevant goods | the availability of crisis-relevant availability of crisis-relevant goods | the availability of crisis-relevant
and services and goods and services | goods and services and goods and and services and goods and services | goods and services and goods and
of strategic importance to citizens, services of strategic importance to of strategic importance to citizens, services of strategic importance to
businesses and public authorities citizens, businesses and public businesses and public authorities citizens, businesses and public
during a crisis. authorities during a crisis. during a crisis. authorities during a crisis.

| Recital 2

I 11

(2) The framework established by
[insert reference to SMEI

(2) The framework established by
[insert reference to SMEMERA

(2) The framework established by
[insert reference to SMEI

(2) The framework established by
[insert reference to SMEHMERA
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

Regulation] lays down measures,
which should be deployed in a
coherent, transparent, efficient,
proportionate and timely manner, so
as to prevent, mitigate and minimise
the impact on the functioning of the
Single Market that a crisis may
cause.

Regulation] lays down measures,
which should be deployed in a
coherent, transparent, efficient,
proportionate and timely manner, so
as to prevent, mitigate and minimise
the impact a crisis may cause on the
functioning of the Singleinternal

market-that-a-crisismeay-cause.

Regulation] lays down measures,
which should be deployed in a
coherent, transparent, efficient,
proportionate and timely manner, so
as to prevent, mitigate and minimise
the impact on the functioning of the
Single Market that a crisis may
cause.

Regulation] lays down measures,
which should be deployed in a
coherent, transparent, efficient,
proportionate and timely manner, so
as to prevent, mitigate and minimise
the impact on the functioning of the
Sineleinternal market that a crisis
may cause.

| Recital 3

(3) [insert reference to SMEI
Regulation] lays down a multi-
layered mechanism consisting of

(3) [insert reference to
SMEHMERA Regulation] lays down
a multi-layered mechanism

(3) [insert reference to SMEI
Regulation] lays down a multi-
layered mechanism consisting of

(3) [insert reference to
SMEHMERA Regulation] lays down
a multi-layered mechanism

12 contingency planning, vigilance consisting of contingency planning, | contingency planning, vigilance consisting of contingency planning,
mode and Single Market emergency | vieilancemode-and-Sineleand mode and Single Market emergency | vietlancemode-and-Sineleand
mode. internal market vigilance and mode. internal market yigilance and
emergency #odemodes. emergency #edemodes.
| Recital 4 |
(4) [insert reference to SMEI (4) [insert reference to (4) [insert reference to SMEI (4) [insert reference to
Regulation] lays down rules with the | SMEIMERA Regulation] lays down | Regulation] lays down rules with the | SAMEAMERA Regulation] lays down
objective of safeguarding the free rules with the objective of objective of safeguarding the free rules with the objective of
movement of goods, services and safeguarding the free movement of | movement of goods, services and safeguarding the free movement of
persons in the Single Market and to | goods, services and persons in the persons in the Single Market and to | goods, services and persons in the
13 ensure the availability of goods and | Sineleinternal market and to ensure | ensure the availability of goods and | Sinefeinternal market and to ensure
services that are particularly the availability of goods and services | services that are particularly the availability of goods and services
important also in times of crisis. that are particularly important also in | important also in times of crisis. that are particularly important also in
[insert reference to SMEI times of crisis. [insert reference to [insert reference to SMEI times of crisis. [insert reference to
Regulation] applies to both goods SMEHMERA Regulation] applies to | Regulation] applies to both goods SMEIHMERA Regulation] applies to
and services. both goods and services. and services. both goods and services.
| Recital 5 |
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Commission Proposal

(5) In order to complement, ensure
consistency and to further enhance
the effectiveness of such measures, it
is appropriate to ensure that referred
to in [insert reference to SMEI

EP Mandate

(5) In order to complement, ensure
consistency and to further enhance
the effectiveness of such measures, it
is appropriate to ensure that crisis-
relevant goods referred to in [insert

_ Council Mandate

(5) In order to complement, ensure
consistency and to further enhance
the effectiveness of such measures, it
is appropriate to ensure that referred
to in [insert reference to SMEI

Draft Agreement

(5) In order to complement, ensure
consistency and to further enhance
the effectiveness of such measures, it
is appropriate to ensure that crisis-
relevant goods referred to in [insert

14 Regulation] may be swiftly placed reference to SMEHMERA Regulation] may be swiftly placed reference to SMEHAMERA
on the Union market in order to Regulation] may be swiftly placed on the Union market in order to Regulation] may be swiftly placed
contribute to addressing and on the Hxioninternal market in contribute to addressing and on the Union market in order to
mitigating the disruptions. order to contribute to addressing and | mitigating the disruptions. contribute to addressing and

mitigating the disruptions. mitigating the disruptions.
| Recital 6 |

(6) A number of Union sectoral (6) A number of Union sectoral (6) A number of Union sectoral (6) A number of Union sectoral
legal acts lay down harmonised rules | legal acts lay down harmonised rules | legal acts lay down harmonised rules | legal acts lay down harmonised rules
regarding the design, manufacture, regarding the design, manufacture, regarding the design, manufacture, regarding the design, manufacture,
conformity assessment and placing conformity assessment and placing conformity assessment and placing conformity assessment and placing
on the market of certain products. on the market of certain products. on the market of certain products. on the market of certain products.
Such legal acts include Regulations | Such legal acts include Regulations | Such legal acts include Regulations | Such legal acts include Regulations
(EU) 2016/424, (EU) 2016/4252, (EU) 2016/424!, (EU) 2016/425°, (EU) 2016/424", (EU) 2016/425?, (EU) 2016/424", (EU) 2016/425°,
(EU) 2016/426°, (EU) 2019/1009* (EU) 2016/426°, (EU) 2019/1009%, (EU) 2016/426%* (EU) No (EU) 2016/426°,? (EU) No
and (EU) No 305/2011° of the (EU) 2023/1230** and (EU) No 305/2011° and (EU) No 2023/1230° | 305/2011° and (EU) No 2023/1230°

15 European Parliament and of the 305/2011° of the European *and(EL)Ne *_and tEL)-No
Council. Those legal acts are based | Parliament and of the Council. 305/201° of the European 3052011 of the European

on the principles of the new
approach to technical harmonisation.
Moreover, Regulations (EU)
2016/424, (EU) 2016/425, (EU)
2016/426 and (EU) 2019/1009 are
also aligned to the reference
provisions laid down by Decision
No 768/2008/EC of the European
Parliament and of the Council .

Those legal acts are based on the
principles of the new approach to
technical harmonisation. Moreover,
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426, (EU)
2019/1009, (EU) 2023/988°* and
(EU) 2023/1230-c1d+ELH
20494069 are also aligned to the
reference provisions laid down by
Decision No 768/2008/EC of the

Parliament and of the Council.
Those legal acts are based on the
principles of the new approach to
technical harmonisation. Moreover,
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426 and (EU)
204940669No 2023/1230 are also
aligned to the reference provisions
laid down by Decision No
768/2008/EC of the European

Parliament and of the Council.
Those legal acts are based on the
principles of the new approach to
technical harmonisation. Moreover,
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426 and (EU)
20494609No 2023/1230 are also
aligned to the reference provisions
laid down by Decision No
768/2008/EC of the European
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

1. OJ L 81, 31.3.2016, p. 1.
2.0J L 81,31.3.2016, p. 51.
3.0J L &1, 31.3.2016, p. 99.
4.0J L 170, 25.6.2019, p. 1.
5.0J L 88,4.4.2011, p. 5.

6. OJ L 218, 13.8.2008, p. 82.

European Parliament and of the
Council ®. In addition, Regulation

Parliament and of the Council’. &

(EU) 2023/988 lays down essential
rules on the safety of consumer
products placed or made available

on the market.

1.0JL 81, 31.3.2016, p. 1.
2.0J L 81,31.3.2016, p. 51.
3.0J L &1, 31.3.2016, p. 99.
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pl.

7. OJ L 218, 13.8.2008, p. 82.

Parliament and of the Council’. %

1.0J L 81, 31.3.2016, p. 1.
2.0J L 81,31.3.2016, p. 51.
3.0J L 81, 31.3.2016, p. 99.
4.0JL 170, 25.6.2019, p. 1.
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7.0JL 218, 13.8.2008, p. 82.

Text Origin: Council Mandate

| Recital 7

(7) Neither the reference provisions
laid down by Decision No
768/2008/EC, nor the specific
provisions laid down by the sectoral
nionU harmonisation legislation
provide for procedures designed to
apply in crisis. It is appropriate to
introduce targeted adjustments to

(7) Neither the reference provisions
laid down by Decision No
768/2008/EC, nor the specific
provisions laid down by the sectoral
nion/Union harmonisation
legislation provide for procedures
designed to apply in crisis. It is

(7) Neither the reference provisions
laid down by Decision No
768/2008/EC, nor the specific
provisions laid down by the sectoral
aterdUnion harmonisation
legislation provide for procedures
designed to apply in crisis. It is

(7) Neither the reference provisions
laid down by Decision No
768/2008/EC, nor the specific
provisions laid down by the sectoral
niontiUnion harmonisation
legislation provide for procedures
designed to apply in crisis. It is

16 appropriate to introduce targeted appropriate to introduce targeted appropriate to introduce targeted
those Regulations, aimed at adjustments to those Regulations, adjustments to those Regulations, adjustments to those Regulations,
preparing and responding to impacts | aimed at preparing and responding aimed at preparing and responding aimed at preparing and responding
of crises affecting products that have | to impacts of crises affecting to impacts of crises affecting to impacts of crises affecting
been designated as crisis-relevant products that have been designated products that have been designated products that have been designated
goods and covered by those as crisis-relevant goods and covered | as crisis-relevant goods and covered | as crisis-relevant goods and covered
Regulations. by those Regulations. by those Regulations. by those Regulations.

Text Origin: EP Mandate
| Recital 8 |
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17

(8) Experience from the recent
crises that have affected the Single
Market has shown that the
procedures laid down in the sectoral
legislation are not designed to cater
for the needs of crisis-response
scenarios and do not offer the
necessary regulatory flexibility. It is
therefore appropriate to provide for a
legal basis for such crisis-response
procedures as a complement to the
measures adopted under [insert
reference to SMEI Regulation].

(8) Experience from the recent
crises that have affected the
Singleinternal market has shown
that the procedures laid down in the
sectoral legislation are not designed
to cater for the needs of crisis-
response scenarios and do not offer
the necessary regulatory flexibility.
It is therefore appropriate to provide
for a legal basis for such crisis-
response procedures as a
complement to the measures adopted
under [insert reference to
SMEHMERA Regulation].

(8) Experience from the recent
crises that have affected the Single
Market has shown that the
procedures laid down in the sectoral
legislation are not designed to cater
for the needs of crisis-response
scenarios and do not offer the
necessary regulatory flexibility. It is
therefore appropriate to provide for a
legal basis for such crisis-response
procedures as a complement to the
measures adopted under [insert
reference to SMEI Regulationinsert

reference-to-SMEI Regulation|.

(8) Experience from the recent
crises that have affected the
Singleinternal market has shown
that the procedures laid down in the
sectoral legislation are not designed
to cater for the needs of crisis-
response scenarios and do not offer
the necessary regulatory flexibility.
It is therefore appropriate to provide
for a legal basis for such crisis-
response procedures as a
complement to the measures adopted
under [insert reference to
SMEHMERA Regulation].

Text Origin: EP Mandate

| Recital 8a

17a

(8a) Non-harmonised products can
also be crisis-relevant goods.
Therefore, some of the relevant
mechanisms under this Regulation,
notably the presumption of safety
based on national requirements,
national or international standards,
could provide an additional avenue
to establish the presumption of
safety of non-harmonised crisis-
relevant goods during the crisis.
This would facilitate the placing on
the market of non-harmonised
crisis-relevant goods in times of
CFISIS.
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Recital 9
(9) In order to overcome the (9) In order to overcome the (9) In order to overcome the (9) In order to overcome the
potential effects of disruptions on potential effects of disruptions e# potential effects of disruptions on potential effects of disruptions on
the Single Market and in order to the-Sineleto the internal market and | the Single Market and in order to the Sineteinternal market and in
ensure that crisis-relevant goods are | in order to ensure that crisis-relevant | ensure that crisis-relevant goods are | order to ensure that harmonised
placed on the market swiftly, it is goods are placed on the market placed on the market swiftly, it is crisis-relevant goods are placed on
appropriate to provide for a swiftly, it is appropriate to provide appropriate to provide for a the market swiftly, it is appropriate
requirement for the conformity for a requirement for the conformity | requirement for the conformity to provide for a requirement for the
assessment bodies to prioritise the assessment bodies to prioritise the assessment bodies to prioritise the conformity assessment bodies to
conformity assessment applications | conformity assessment applications | conformity assessment applications | prioritise the conformity assessment
of such products over any pending of such products over any pending of such products over any pending applications of such products over
applications concerning products, applications concerning products; applications concerning products, any pending applications concerning
which have not been designated as which have not been designated as which have not been designated as products, which have not been
crisis-relevant. crisis-relevant. crisis-relevant. In the context of designated as crisis-relevant._In the
such prioritisation, any potential context of such prioritisation, no
additional costs charged by the additional disproportionate costs
18 conformity assessment body to the | may be charged by the conformity

manufacturer should be
proportionate to the direct costs
incurred by the conformity
assessment bodies in order to put
in place the said prioritisation.
The notified bodies are
encouraged to increase their
testing capacities for such
products designated as crisis-
relevant goods in respect to which
they have been notified.

assessment body to the
manufacturer. All additional costs
charged by a conformity assessment
body to the manufacturer should be
strictly proportionate to the actual
additional efforts deployed by the
conformity assessment body to
implement the prioritisation and
should be limited to the period of
application of the internal market
emergency. The transfer of certain
additional and proportionate costs
by the conformity assessment bodies
to the manufacturers should remain
exceptional and should reflect a
fair distribution of the costs among
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

all the stakeholders involved in the
efforts to contain the disruptions to
the functioning of the internal
market. The costs associated with
conformity assessment should not
become a barrier to the entry on the
market of prospective new
manufacturers, in particular SMEs
and should not restrict the
emergence of innovative products.
Furthermore, the notified bodies
are encouraged to increase their
testing capacities for such products
designated as crisis-relevant goods
in respect to which they have been

notified,

Recital 10

(10) To that end, emergency
procedures should be laid down in
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426, (EU)
2019/1009 and (EU) No 305/2011.
Those procedures should be
available only following the

(10) To that end, emergency
procedures should be laid down in
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426, (EU)
2019/1009, (EU) 2023/988, (EU)
2023/1230 and (EU) No 305/2011.
Those procedures should be

(10) To that end, emergency
procedures should be laid down in
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426, (EU)
20191406069-and(EtH)Ne
30520+ No 305/2011 and (EU)
2023/1230. Those procedures should

(10) To that end, emergency
procedures should be laid down in
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426, (EU)
SO L D
305204+ No 305/2011, (EU)
2023/988 and (EU) 2023/1230.

19 activation of the Single Market available only following the be available only following the Those procedures should be
emergency mode in accordance with | activation of the Sineleinternal activation of the Single Market available only following the
[insert reference to SMEI market emergency mode in emergency mode in accordance with | activation of the Single Market

Regulation]. accordance with [insert reference to | [insert reference to SMEI emergency mode in accordance with

SMEHMERA Regulation]. Regulationinsertreference-to-SMEL | [insert reference to IMERA
Regulation]. Regulationinsertreferenceto-SMEL

Llecmletion].
|Recha|11
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20

(11) Furthermore, in cases where
the disruptions might affect the
conformity assessment bodies or in
cases where the testing capacities for
such crisis-relevant products would
not be sufficient, it is appropriate to
provide for the possibility for the
national competent authorities to
exceptionally and temporarily
authorise the placing on the market
of products, which have not
undergone the usual conformity
assessment procedures required by
the respective EU sectoral
legislation.

(11) Furthermore, in cases where
the disruptions might affect the
conformity assessment bodies or in
cases where the testing capacities for
such crisis-relevant products would
not be sufficient, it is appropriate to
provide for the possibility for the
national competent authorities to
exceptionally and temporarily
authorise the placing on the market
of products, which have not
undergone the usual conformity
assessment procedures required by
the respective £54Union sectoral
legislation._The authorisation for
products granted exceptionally and

temporarily should remain valid for
six months after deactivation or
expiration of the internal market
emergency mode, where it does not
does not affect in any way the
health, safety and security of
consumers. After this period,
products should only be made

available on the market after
receiving an authorisation under
the normal authorisation procedure
provided for under the applicable

rules. Products already granted
authorisation exceptionally and
temporarily may be re-authorised
under the normal authorisation
procedure. Nevertheless, products

or components already purchased
for use, or which are already in use,

(11) Furthermore, in cases, for
example, where the disruptions
might affect the conformity
assessment bodies or in cases where
the testing capacities for such crisis-
relevant products would not be
sufficient, it is appropriate to provide
for the possibility for the national
competent authorities to
exceptionally and temporarily
authorise the placing on the market
of products, which have not
undergone the usual conformity
assessment procedures required by
the respective EU sectoral
legislation.

(11) Furthermore, in cases, for
example, where the disruptions
might affect the conformity
assessment bodies or in cases where
the testing capacities for such crisis-
relevant products would not be
sufficient, it is appropriate to provide
for the possibility for the national
competent authorities to
exceptionally and temporarily
authorise the placing on the market
of products, which have not
undergone the usual conformity
assessment procedures required by
the respective £&Union sectoral
harmonisation legislation.
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may continue to be used without
new authorisation.

Recital 12

21

(12) As regards products falling
within the scope of those
Regulations that have been
designated as crisis-relevant goods,
the national competent authorities
should be able, in the context of an
ongoing Single Market emergency,
to derogate from the obligation to
carry out those conformity
assessment procedures laid down in
those Regulations, in those cases
where the involvement of a notified
body is mandatory and should be
able to issue authorisations for those
products, provided that they comply
with all the applicable essential
safety requirements. Compliance
with those substantive requirements
may be demonstrated by various
means, which may include testing
performed by the national authorities
of samples provided by the
manufacturer having applied for an
authorisation. The specific
procedures, which were followed to
demonstrate the compliance and
their results should be clearly
described in the authorisation issued
by the national competent authority.

(12) As regards products falling
within the scope of those
Regulations that have been
designated as crisis-relevant goods,
the national competent authorities
should be able, in the context of an
ongoing Sineleinternal market
emergency, to derogate from the
obligation to carry out those
conformity assessment procedures
laid down in those Regulations, i#
these-eases-where the involvement
of a notified body is mandatory and
should be able to issue
authorisations for those products,
provided that they comply with all
the applicable essential safety
requirements_and that the safety of
consumers and end-users is fully
assured. Compliance with those
substantive requirements may be
demonstrated by various means,
which may include testing
performed by the national authorities
of samples provided by the
manufacturer having applied for an
authorisation. The specific
procedures, which were followed to
demonstrate the compliance and
their results should be clearly

(12) As regards products falling
within the scope of those
Regulations that have been
designated as crisis-relevant goods,
the national competent authorities
should be able, in the context of an
ongoing Single Market emergency,
to derogate from the obligation to
carry out those conformity
assessment procedures laid down in
those Regulations, in those cases
where the involvement of a notified
body is mandatory and should be
able to issue authorisations for those
products, provided that they ensure
the conformity-eemply with all the
applicable essential safety
requirements. Compliance with
those substantive requirements may
be demonstrated by various means,
which may include testing
performed by the national authorities
of samples provided by the
manufacturer having applied for an
authorisation. The specific
procedures, which were followed to
demonstrate the compliance and
their results should be clearly
described in the authorisation issued
by the national competent authority.

(12) As regards products falling
within the scope of those
harmonisation Regulations that
have been designated as crisis-
relevant goods, the national
competent authorities should be
able, in the context of an ongoing
Singteinternal market emergency, to
derogate from the obligation to carry
out those conformity assessment
procedures laid down in those
Regulations, i#these-cases-where
the involvement of a notified body is
mandatory and should be able to
issue authorisations for those
products, provided that they
ecomplyensure the conformity with
all the applicable essential safety
requirements. Compliance with
those substantive requirements may
be demonstrated by various means,
which may include testing
performed by the national authorities
of samples provided by the
manufacturer having applied for an
authorisation. The specific
procedures; which were followed to
demonstrate the compliance and
their results should be clearly
described in the authorisation issued
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described in the authorisation issued
by the national competent authority.
The principle of mutual recognition

should apply to goods placed on the
market under that derogation. The
competent national authority
should keep relevant technical
documentation to ensure
compliance with applicable rules.
Products manufactured during the
internal market emergency mode,
where derogation from the
conformity assessment procedures
was authorised, should also be
subject to the relevant obligations
of traceability provided for in
Regulation (EU) 2023/988, in
particular those set out in Article

15(5) thereof.

by the national competent authority.

Recital 12a
(12a) Since the essential safety (12a) Since the essential safety
requirements harmonised by the requirements harmonised by the
existing Regulations remain existing Regulations remain
applicable and the authorisation applicable and the authorisation
issued by a national competent issued by a national competent
21a authority without the CE marking | authority without the CE marking

may occur exceptionally,
temporarily and additionally to
the conformity assessment
procedures laid down in those
Regulations, this amending
Regulation continues to improve
the conditions for the functioning

may occur exceptionally,
temporarily and additionally to the
conformity assessment procedures
laid down in those Regulations, this
amending Regulation continues to
improve the conditions for the
functioning of the internal market.
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of the internal market. Therefore,
this amending Regulation takes
into account both the context
constituted by the fully
harmonised rules stemming from
the existing Regulations and the
complementary rules stemmming
from amendments that would be
made to them which would not
only allow national authorities to
recognise authorisations issued in
other Member States but would
also require the Commission to
extend the validity of such
national authorisations from the
territory of a single Member State
to the territory of the Union by
means of implementing acts unless
the requirements set in the
authorisation do not ensure the
conformity with the essential
requirements laid down in these
Regulations. Such a parallel
national authorisation scheme in
exceptional times of crisis, in
addition to the Union conformity
assessment procedure, is justified
and proportionate for the
achievement of the legitimate
objective of protecting health, life
and safety. By not providing for
an automatic mutual recognition
of each national authorisation
which is granted on a derogatory
basis in times of crisis, this
amending Regulation aims to

Draft Agreement

Therefore, this amending
Regulation takes into account both
the context constituted by the fully
harmonised rules stemming from
the existing Regulations and the
complementary rules stemming
from amendments that would be

made to them which would not only
allow national authorities to
recognise authorisations issued in
other Member States but would also
require the Commission to extend
the validity of such national
authorisations from the territory of
a single Member State to the
territory of the Union by means of
implementing acts unless the
requirements set in the
authorisation do not ensure the
conformity with the essential
requirements laid down in these
Regulations. Such a parallel
national authorisation scheme in
exceptional times of crisis, in
addition to the Union conformity
assessment procedure, is justified
and proportionate for the
achievement of the legitimate
objective of protecting health, life
and safety. By not providing for an
automatic mutual recognition of
each national authorisation which
is granted on a derogatory basis in
times of crisis, this amending
Regulation aims to avoid any
circumvention or undermining of
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avoid any circumvention or the CE marking procedure and
undermining of the CE marking thereby to maintain consumer
procedure and thereby to confidence in the safety of products

maintain consumer confidence in | bearing the CE marking in the
the safety of products bearing the | Union market. Therefore, these new
CE marking in the Union market. | derogatory rules, insofar as they

Therefore these new derogatory prohibit the CE marking on the
rules, insofar as they prohibit the | products which have been approved
CE marking on the products only at national level, should not

which have been approved only at | affect the harmonised product
national level, should not affect the | legislation and consumer

harmonised product legislation confidence in the CE marking
and consumer confidence in the which can only be affixed where all
CE marking which can only be the harmonised substantive and

affixed where all the harmonised procedural rules have been
substantive and procedural rules respected. By providing an

have been respected. additional, parallel avenue for
exceptionally placing crisis-relevant
goods on the market in the context
of an internal market emergency,
the derogatory rules enable new
manufacturers to swiftly place their
products on the market without the
need to wait for the finalisation of
the normal conformity assessment
procedures. Such an accelerated
and exceptional placing on the
market contributes to the swift
increase in the supply of crisis-
relevant goods and at the same time
provides the manufacturers with a
facilitation as it allows them to
place initial batches or series of
products on the market before the
conclusion of the conformity
assessment procedures. Once the
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conformity assessment procedures
have been successfully completed,
subsequent batches or series of
products should be fully compliant
with the relevant, applicable rules
and thus benefit from free
movement. The co-existence during
an internal market emergency of an
exceptional, derogatory set of rules
alongside the existing rules thus
makes it possible to transition
towards the existing rules, enabling
the manufacturers to continue
placing their products on the
market after the expiry or
deactivation of the internal market
emergency mode.

Recital 12b

(12aa) Where the Commission has | (12b) Where the Commission_has
extended the validity of an extended the validity of an
authorisation issued by a Member | authorisation issued by a Member
State by means of an State by means of an implementing
implementing act, the conditions act, the conditions for the placing
for the placing on the market of on the market of the concerned

21b the concerned goods set out goods set out therein should apply

therein should apply only to those
goods placed on the market after
the date of entry into force of the
said implementing act. All pre-
existing authorisations adopted by
Member States prior to the entry
into force of the Commission
implementing act should cease to

only to those goods placed on the
market after the date of entry into
force of the said implementing act.

All pre-existing authorisations
adopted by Member States prior to
the entry into force of the
Commission implementing act
should cease to provide a legal basis
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provide a legal basis for the
placing of the goods on the market
after the entry into force of the
Commission implementing act
concerning the same goods and
Member States should take the
necessary actions to that effect.
Goods already placed on the
market on the basis of an
authorisation adopted by a
Member State prior to the
adoption of the Commission
implementing act are not to be
withdrawn or recalled unless
specific safety concerns have been
identified with respect to such
goods which result in corrective or
restrictive actions to be taken by
the Commission by means of
another implementing act.

for the placing of the goods on the

market after the entry into force of
the Commission implementing act
concerning the same goods and
Member States should take the
necessary actions to that effect.
Goods already placed on the market
on the basis of an authorisation
adopted by a Member State prior to
the adoption of the Commission
implementing act are not to be
withdrawn or recalled unless
specific safety concerns have been
identified with respect to such
goods which result in corrective or
restrictive actions to be taken by the
Commission by means of another
implementing act.

Recital 12¢
(12b) The validity of all (12¢) The validity of all
authorisations for the placing on authorisations for the placing on
the market of goods designated as | the market of goods designated as
crisis-relevant in the context of an | crisis-relevant in the context of an
active Single Market emergency active internal market emergency
2lc mode, as referred to in [the SMEI | mode, as referred to in [the IMERA

Regulation], should automatically
expire on the date of expiry or
deactivation of the Single Market
emergency mode. However, it
should also be possible to issue
authorisations with a shorter

Regulation], should automatically
expire on the date of expiry or
deactivation of the Single Market
emergency mode. However, it
should also be possible to issue
authorisations with a shorter
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validity. Once the authorisation
has expired, no further placing of
crisis-relevant goods on the
market should occur on the basis
of that authorisation. However,
the expiry of an authorisation
should not automatically trigger
an obligation to withdraw or recall
goods which have already been
placed on the market on the basis
of that authorisation. In cases
where the placing on the market
has occurred in breach of the
conditions laid down in the
authorisation or where there are
sufficient reasons to believe that
the goods covered by such
authorisation present a risk to the
health or safety of persons, the
national market surveillance
authorities should be entitled to
take all the corrective and
restrictive measures at their
disposal in accordance with the
provisions of Regulations (EU)
2016/424, (EU) 2016/425, (EU)
2016/426, (EU) No 305/2011 and
(EU) 2023/1230 and Regulation
(EU) 2019/1020. In order to ensure
uniform conditions for the
implementation of the sectorial
emergency procedures, the
Commission should be empowered
to lay down rules regarding the
follow-up actions to be taken and
the procedures to be followed with

Draft Agreement

validity. Once the authorisation has
expired, no further placing of
crisis-relevant goods on the market
should occur on the basis of that
authorisation. However, the expiry
of an_authorisation should not
automatically trigger an obligation
to withdraw or recall goods which
have already been placed on the
market on the basis of that
authorisation. In cases where the
placing on the market has occurred

in breach of the conditions laid
down in the authorisation or where
there are sufficient reasons to
believe that the goods covered by
such authorisation present a risk to
the health or safety of persons, the
national market surveillance
authorities should be entitled to
take all the corrective and
restrictive measures at their
disposal in accordance with the
provisions of Regulations (EU)

2016/424, (EU) 2016/425, (EU)
2016/426, (EU) No 305/2011, (EU)
2023/1230 and Regulation (EU)
2019/1020. In order to ensure
uniform conditions for the
implementation of the sectorial
emergency procedures, the
Commission should be empowered
to lay down rules regarding the
follow-up actions to be taken and

the procedures to be followed with
respect to the goods placed on the
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respect to the goods placed on the
market in accordance with the
relevant sectorial emergency
procedures.

market in accordance with the
relevant sectorial emergency

procedures.

Recital 12d
(12¢) In order to ensure timely (12d) In order to ensure timely
sharing of information and to sharing of information and to allow
allow all Member States to react, all Member States to react, it should
it should be ensured that the be ensured that the Commission
Commission and the other and the other Member States are
Member States are immediately immediately informed of any
informed of any decisions at decisions at national level to
national level to authorise crisis- authorise crisis-relevant goods. The
relevant goods. The Information Information and Commaunication
and Communication System for System for Market Surveillance
Market Surveillance (ICSMS) (ICSMS) already provides the
already provides the necessary necessary functions to allow quick
functions to allow quick notification of administrative

21d notification of administrative decisions and therefore can be used |

decisions and therefore can be
used by Member States for this
purpose. Moreover, information
on all corrective or restrictive
measures should also be shared.
Pursuant to Regulation (EU)
2019/1020 such information is to
be accessible in ICSMS
irrespectively whether those
measures have to be notified or
not in Safety Gate [formerly
known as RAPEX] due to the
products presenting a serious risk.
Double entry will be avoided by

by Member States for this purpose.
Moreover, information on all
corrective or restrictive measures
should also be shared. Pursuant to
Regulation (EU) 2019/1020 such
information is to be accessible in
ICSMS irrespectively whether those
measures have to be notified or not
in Safety Gate due to the products
presenting a serious risk. Double
entry will be avoided by means of
the data interface between Safety
Gate and ICSMS maintained by the
Commission in accordance with
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means of the data interface article 20(5) of Regulation (EU)
between Safety Gate [formerly 2019/1020.

known as RAPEX] and ICSMS
maintained by the Commission in
accordance with article 20(5) of
Regulation (EU) 2019/1020.

Recital 12e

(12e) All authorisations for the
placing on the market of crisis-
relevant goods issued by Member
States should contain at least
certain elements which substantiate
the assessment of the compliance of
the good in question with the
applicable essential requirements
and which allow to ensure
traceability. The relevant elements
concerning the traceability include
specific requirements regarding the
2le labelling, accompanying documents |
or any additional means of
ensuring the identification of the
goods concerned and allowing to
trace them along the supply chain.
In order to ensure uniform and
coherent implementation of the
traceability requirements across the
Union, Commission implementing
acts extending the validity of
authorisations issued by a Member
State should also specify the
common traceability requirements.
These include the specific

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-
2024 at 10h01 19/205



Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

arrangements regarding the
indication that the product
concerned is a ‘crisis-relevant
good’. On expiry of the internal
market emergency mode, the
Commission should be empowered
to adopt via implementing acts any
necessary adjustments to the
traceability requirements for crisis-
relevant products that have already
been placed on the market on the
basis of an authorisation issued by
a Member State.

Recital 13

(13) Where a Single Market
emergency entails an exponential
increase in the demand for certain
products and in order to support the
efforts of economic operators to
meet such demand, it is appropriate
to provide technical references,

(13) Where a-Singtean internal
market emergency entails an
exponential increase in the demand
for certain products and in order to
support the efforts of economic
operators to meet such demand, it is
appropriate to provide technical

(13) Where a Single Market
emergency entails an exponential
increase in the demand for certain
products and in order to support the
efforts of economic operators to
meet such demand, it is appropriate
to provide technical references,

(13) Where a-Singtean internal
market emergency entails an
exponential increase in the demand
for certain products and in order to
support the efforts of economic
operators to meet such demand, it is
appropriate to provide technical

22
which may be used by the references, which may be used by which may be used by the references, which may be used by
manufacturers to design and produce | the manufacturers to design and manufacturers to design and produce | the manufacturers to design and
crisis-relevant goods, which comply | produce crisis-relevant goods; which | crisis-relevant goods, which comply | produce crisis-relevant goods; which
with the applicable essential health comply with the applicable essential | with the applicable essential health comply with the applicable essential
and safety requirements. health and safety requirements. and safety requirements. health and safety requirements.

Text Origin: EP Mandate
| Recital 14
23

(14) A number of sectoral Union

(14) A number of sectoral Union

(14) A number of sectoral Union

(14) A number of sectoral Union
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harmonisation legislation provide for
the possibility for a manufacturer to
benefit from a presumption of
conformity if their product complies
with a harmonised European
standard. However, in cases where
such standards do not exist or the
compliance with them might be
rendered excessively difficult by the
disruptions caused by the crisis, it is
appropriate to provide for alternative
mechanisms.

harmonisation legislation provide for
the possibility for a manufacturer to
benefit from a presumption of
conformity if their product complies
with a harmonised European
standard. Furthermore, the general
product safety framework laid down
in Regulation (EU) 2023/988
provides for the possibility for a

product to benefit from a
presumption of conformity with the
general product safety requirement
if that product conforms with the
European standard or parts thereof
as far as the risks and risk
categories covered by that standard
are concerned, the references of
which have been published in the
Official Journal of the European
Union. However, in cases where
such standards do not exist or the
compliance with themsuch
standards might be rendered
excessively difficult yas a result of
the disruptions caused by the crisis,
it is appropriate to provide for
alternative mechanisms.

harmonisation legislation provide for
the possibility for a manufacturer to
benefit from a presumption of
conformity if their product complies
with a harmonised European
standard. However, in cases where
such standards do not exist or the
compliance with them might be
rendered excessively difficult by the
disruptions caused by the crisis, it is
appropriate to provide for alternative
mechanisms.

Draft Ag

harmonisation legislation provide for
the possibility for a manufacturer to
benefit from a presumption of
conformity if their product complies
with a harmonised European
standard. The Union general
product safety framework
established by Regulation (EU)
2023/988 also establishes under
certain conditions a mechanism of
presumption of conformity with the
general safety requirement where a
product complies with relevant
European standards, the references
of which have been published in the
Official Journal of the European
Union. However, in cases where
such standards do not exist or the
compliance with them might be
rendered excessively difficult by the
disruptions caused by the crisis, it is
appropriate to provide for alternative
crisis-response mechanisms.

Recital 15

24

(15) With respect to Regulations
(EU) 2016/424, (EU) 2016/425,
(EU) 2016/426 and, (EU)
2019/1009, the competent national
authorities should be able to

(15) With respect to Regulations
(EU) 2016/424, (EU) 2016/425,
(EU) 2016/426, (EU) 2019/1009
and, (EU) 204940092023/988, and
(EU) 2023/1230, the competent

(15) With respect to Regulations
(EU) 2016/424, (EU) 2016/425,
(EU) 2016/426 and+EH)
20494009; (EU) 2023/1230 the
competent national authorities

(15) With respect to Regulations
(EU) 2016/424, (EU) 2016/425,
(EU) 2016/426 and—£L)
20494009; (EU) 2023/1230 the
competent national authorities
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Commission Proposal

presume that products manufactured
in accordance with national or
international standards within the
meaning of Regulation (EU) No
1025/2012" ensuring an equivalent
level of protection to that offered by
the harmonised European standards
comply with the relevant essential
health and safety requirements.

1.0OJL 316, 14.11.2012, p. 12.

EP Mandate

national authorities should be able to
presume that products manufactured
in accordance with national or
international standards within the
meaning of Regulation (EU) No
1025/2012" ensuring an equivalent
level of protection to that offered by
the harmonised European standards
comply with the relevant essential
health and safety requirements.

1.0JL 316, 14.11.2012, p. 12.

_ Council Mandate

should be able to presume that
products manufactured in
accordance with natienal-er
nternationalinternational,
European or national standards
within the meaning of Regulation
(EU) No 1025/2012" identified by
the Commission as suitable to
reach conformity and ensuring an
equivalent level of protection to that
offered by the harmonised European
standards comply with the relevant
essential health and safety
requirements.

1.0JL316,14.11.2012, p. 12.

Draft Agreement

should be able to presume that
products manufactured in
accordance with European or
national standards of the Member
States, or with relevant or
international standards withinthe

1025/2012" developed by a
recognised international
standardisation body, identified by
the Commission as suitable to reach
conformity and ensuring an
equivalent level of protection to that
offered by the harmonised European
standards comply with the relevant
and applicable essential health-and
safetyrequirements. Products placed
on the market on the basis of the
presumption of conformity

established via this emergency
mechanism should not be
withdrawn automatically simply as
a result of the expiry or deactivation
of the implementing act listing the
European, relevant and applicable
international or the national
standards of the Member States. In
cases where there are concerns
regarding the compliance of a
harmonised crisis-relevant product
placed on the market during an

internal market emergency on the
basis of a presumption of
conformity established via such an
implementing act, the market
surveillance authorities should be
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able to take all the necessary
corrective and restrictive actions at
national level provided for under
Regulation (EU) 2019/1020 and
under the respective sectorial
legislation. After the expiry or
withdrawal of the implementing act,
compliance with the European,
relevant and applicable
international or the national
standards of the Member States
should no longer provide a
presumption of conformity with the
relevant and applicable essential
requirements.

Recital 15a

(15a) With respect to Regulation
(EU) 2023/988, under the
competent national authorities
should be able to presume that
products manufactured in
accordance with European or
24 national standards of the Member
a - Y
States, or with relevant
international standards developed
by a recognised international
standardisation body comply with
the general safety requirement.
Products placed on the market on
the basis of the presumption of
conformity established via this
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emergency mechanism should not
be withdrawn automatically simply
as a result of the expiry or
deactivation of the internal market
emergency mode. Where there is
evidence that the crisis-relevant
non-harmonised product placed on
the market during an internal
market emergency on the basis of
the presumption of conformity
established via these emergency
procedures is dangerous, the

market surveillance authorities
should be allowed to take all
appropriate measures under
Regulation (EU) 2023/988. After
the expiry or deactivation of the
internal market emergency mode a
demonstration of compliance with
the said European, relevant and
applicable international, or
national standards of the Member
States should no longer provide a
presumption of conformity with the

general safety requirement.

Recital 16

25

(16) Furthermore, with respect to
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426, (EU)
2019/1009 and (EU) No 305/2011,
the Commission should have the
possibility to adopt by means of
implementing acts common

(16) Furthermore, with respect to
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426, (EU)
2019/1009, (EU) 2023/988, (EU)
2023/1230 and (EU) No 305/2011,
the Commission should have the
possibility to adopt by means of

(16) Furthermore, if no such
international or European
standards are available, with
respect to Regulations (EU)
2016/424, (EU) 2016/425, (EU)

2016/426, (EU) 2019/1009-and-(EL)
Ne-305/2011No 305/2011 and (EU)

(16) Furthermore, with respect to
Regulations (EU) 2016/424, (EU)
2016/425, (EU) 2016/426:+EEH
20494009 -emd-(ELH)-No-3652041
and (EU) 2023/1230, the
Commission should have the
possibility to adopt by means of
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specifications, on which the
manufacturers may rely in order to
benefit from a presumption of
conformity with the applicable
essential requirements. The
implementing act laying down such
common specifications should
remain applicable for the duration of
the Single Market emergency.

EP Mandate

implementing acts common
specifications, on which the
manufacturers may rely in order to
benefit from a presumption of
conformity with the applicable
essential requirements. The
implementing act laying down such
common specifications should
remain applicable for the duration of
the Singteinternal market
emergency.

_ Council Mandate

2023/1230, the Commission should
have the possibility to adopt by
means of implementing acts
common specifications, on which
the manufacturers may rely in order
to benefit from a presumption of
conformity with the applicable
essential requirements. The
implementing act laying down such
common specifications should
remain applicable for the duration of
the Single Market emergency.

Draft Agreement

implementing acts common
specifications, on which the
manufacturers may rely in order to
benefit from a presumption of
conformity with the applicable
essential requirements. The
implementing act laying down such
common specifications should
remain applicable for the duration of
the Sineteinternal market
emergency._Products placed on the
market on the basis of the
presumption of conformity

established via the demonstration of
compliance with these common
specifications should not be
withdrawn _automatically simply as
a result of the expiry or withdrawal
of the implementing act laying
down the said common
specifications. In cases where there
are concerns regarding the
compliance of a crisis-relevant
product placed on the market

during an internal market
emergency on the basis of the
presumption of conformity

established via the demonstration of
compliance with common
specifications, the market
surveillance authorities should be
able to take all the necessary
corrective and restrictive actions at
national level provided for under
Regulation (EU) 2019/1020 and
under the respective sectorial
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legislation. After the expiry or
withdrawal of the implementing act
laying down the common
specifications a demonstration of
compliance with the said common
specifications should no longer
provide a presumption of

conformity with the relevant and
applicable essential requirements.

Recital 17

26

(17) With respect to Regulations
(EU) 2016/424, (EU) 2016/425,
(EU) 2016/426, (EU) 2019/1009 and
(EU) No 305/2011, in exceptional
and duly justified circumstances,
notably in order to ensure the
interoperability among products or
systems, the Commission should be
able to adopt by means of
implementing acts common
specifications laying down
mandatory technical specifications,
with which the manufacturers will
be required to comply. The
implementing act laying down such
common specifications should
remain applicable for the duration of
the Single Market emergency.

deleted

deleted

deleted

| Recital 18

27

(18) In order to ensure that the level

(18) In order to ensure that the level

(18) In order to ensure that the level

(18) In order to ensure that the level
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of safety provided by the of safety provided by the of safety provided by the of safety provided by the

harmonised products is not harmonised products or by products | harmonised products is not harmonised and non-harmonised

compromised, it is necessary to under the general safety framework | compromised, it is necessary to products is not compromised, it is

provide for rules for enhanced is not compromised, it is necessary provide for rules for enhanced necessary to provide for rules for

market surveillance, in particular to provide for rules for enhanced market surveillance, in particular enhanced market surveillance, in

with respect to goods designated as market surveillance, in particular with respect to goods designated as particular with respect to goods

crisis-relevant and including by with respect to goods designated as crisis-relevant and including by designated as crisis-relevant and

enabling closer cooperation and crisis-relevant and including by enabling closer cooperation and including by enabling closer

mutual support among the market enabling closer cooperation and mutual support among the market cooperation and mutual support

surveillance authorities. mutual support among the market surveillance authorities. among the market surveillance

surveillance authorities. authorities.
| Recital 18a
(18a) In accordance with the (18a) In accordance with the
relevant provisions of Regulations | relevant provisions of Regulations
(EU) 2016/424, (EU) 2016/425, (EU) 2016/424, (EU) 2016/425,
(EU) 2016/426, (EU) No 305/2011 (EU) 2016/426, (EU) No 305/2011
and (EU) 2023/1230, Member and (EU) 2023/1230, Member
States should lay down rules on States should lay down rules on
penalties applicable to penalties applicable to
infringements by economic infringements by economic
27a operators and conformity operators and conformity
assessment bodies of the assessment bodies of the provisions
provisions of those Regulations of those Regulations including the
including the new provisions new provisions introduced by this
introduced by this amending amending Regulation and ensure
Regulation and ensure that those that those rules are enforced by the
rules are enforced by the competent national authorities,
competent national authorities, including the respective notifying
including the respective notifying | authority.
authority.
| Recital 19 |
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(19) In accordance with its (19) In accordance with its (19) In accordance with its (19) In accordance with its
established practice, the Commission | established practice, the Commission | established practice, the Commission | established practice, the Commission
would systematically consult the would systematically consult the would systematically consult the would systematically consult the
relevant sectoral experts in the relevant sectoral experts in the relevant sectoral experts in the relevant sectoral experts in the
28 context of the early preparation of all | context of the early preparation of all | context of the early preparation of all | context of the early preparation of all
draft implementing acts laying down | draft implementing acts laying down | draft implementing acts laying down | draft implementing acts laying down
common specifications. common specifications. common specifications. common specifications.
Text Origin: Commission
Proposal
| Recital 20 |
(20) Regulations (EU) 2016/424, (20) Regulations (EU) 2016/424, (20) Regulations (EU) 2016/424, (20) Regulations (EU) 2016/424,
(EU) 2016/425, (EU) 2016/426, (EU) 2016/425, (EU) 2016/426, (EU) 2016/425, (EU) 2016/426, (EU) 2016/425, (EU) 2016/426,
(EU) 2019/1009 and (EU) No (EU) 2019/1009, (EU) 2023/988, (EU) 201971009 and (EL) No (EU) 20191009 and (£1:) No
29 305/2011 should therefore be (EU) 2023/1230 and (EU) No 30520+ No 305/2011 and (EU) 3052011 No 305/2011, (EU)
amended accordingly, 305/2011 should therefore be 2023/1230 should therefore be 2023/988 and (EU) 2023/1230
amended accordingly, amended accordinglys. should therefore be amended
accordingly;.
| Recital 21
(21) In order for this Regulation to (21) In order for this Regulation to (21) In order for this Regulation to (21) In order for this Regulation to
apply from the same date as [SMEI | apply from the same date as apply from the same date as [SMEI | apply from the same date as
30 Regulation], its application should [SMEHIMERA Regulation], its Regulation], its application should FSMELIIMERA Regulationf, its
be deferred, application should be deferred, be deferred, application should be deferred,
Text Origin: EP Mandate
| Formula |
I 31 HAVE ADOPTED THIS HAVE ADOPTED THIS HAVE ADOPTED THIS HAVE ADOPTED THIS
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meaning of Article 3, point (6) of
Regulation (EU) .../.... [SMEI
Regulation];

meaning of Article 3, point (6) of
Regulation (EU) .../.... [IMERA

Regulation];

Commission Proposal EP Mandate _ Council Mandate Draft Agreement
REGULATION: REGULATION: REGULATION: REGULATION:
Text Origin: Commission
Proposal
| Article 1 |
Article 1 Article 1 Article 1 Article 1
32 Amendments to Regulation (EU) Amendments to Regulation (EU) Amendments to Regulation (EU) Amendments to Regulation (EU)
2016/424 2016/424 2016/424 2016/424
| Article 1, first paragraph |
In Regulation (EU) 2016/424, the In Regulation (EU) 2016/424, the I-Regulation (EU) 2016/424;-the f#n-Regulation (EU) 2016/424the
33 following Chapter Vla is inserted: following Chapter Vla is inserted: followine ChapterVaisinserted is | follersinChepior o bpeopied i
amended as follows: amended as follows:
| Article 1, first paragraph, point (1) |
33 (1) In Article 3 the following (1) In Article 3 the following points
a .
points are added: are added:
| Article 1, first paragraph, point (1), amending provision, first paragraph
(28) ‘crisis-relevant goods’ means | (28) ‘crisis-relevant goods’ means
33b ‘crisis-relevant goods’ within the ‘crisis-relevant goods’ within the

| Article 1, first paragraph, point (1), amending provision, second paragraph
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EP Mandate

_ Council Mandate

(29) ‘Single Market Emergency’
means ‘Single Market Emergency’
within the meaning of Article 3,

Draft Agreement

(29) ‘internal market emergency’

means ‘internal market emergency’
33c within the meaning of Article 3,
point (3) of Regulation (EU) .../... | point (3) of Regulation (EU) .../...
[SMEI Regulation].; [IMERA Regulation].;
| Article 1, first paragraph, point (2)
33d (2) The following Chapter Va is (2) The following Chapter Va is
inserted after Chapter V: inserted after Chapter V:
| Article 1, first paragraph, amending provision, Chapter |
¢ ¢ Chapter Va Chapter Va
34 CHAPTER VlIa CHAPTER VIa ¢ ¢
EMERGENCY PROCEDURES EMERGENCY PROCEDURES EHAP R g CHALPTIER e
EMERGENCY PROCEDURES EMERGENCY PROCEDURES
| Article 1, first paragraph, amending provision, Article |
Article 43a Article 43a Article 43a Article 43a
35 Application of emergency Application of emergency Axticle 43a el
procedures procedures Application of emergency Application of emergency
procedures procedures
| Article 1, first paragraph, amending provision, numbered paragraph (1) |

I36

1. Articles 43b to 43g shall only
apply if the Commission has adopted
an implementing act pursuant to

1. Articles 43b to 43g of this
Regulation shall only apply if the
Commission has adopted an

1. Articles 43b to 43g shall only
apply if the Commission has adopted
an implementing act pursuant to

1. Articles 43b to 43g of this
Regulation shall only apply if the
Commission has adopted an
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Article 23 of [the SMEI Regulation] | implementing act pursuant to Article | Article 23 of [the SMEI Regulation] | implementing act pursuant to Article
activating Article 26 of [the SMEI S e L e i) activating Article 26 of [the SMEI S e L e e )
Regulation] with respect to this et e e e D Regulation] with respect to et letfel e 26 of et
Regulation. SMEL4(5) of [the IMERA subsystems and safety components | Resulation/-withrespect-to-thisthe
Regulation]-+ithrespectto-this covered by this Regulation. IMERA Regulation.

Article 1, first paragraph, amending provision, numbered paragraph (2) |
2. Articles 43b to 43g shall apply 2. Articles 43b to 43¢ shall apply 2. Articles 43b to 43gshall- apply | 2. Articles 43b to 43g shall apply
exclusively to subsystems and safety | exclusively to subsystems and safety | exclusively to subsystems and safety | exclusively to subsystems and safety
components, which have been components, which have been components, which have been components; which have been

37 designated as crisis-relevant goods designated as crisis-relevant goods designated as crisis-relevant goods designated as crisis-relevant goods
in the implementing act referred to in the implementing act referred to in-the-tmplementingact referred-to T R
in paragraph 1 of this Article. in paragraph 1 of this Article. in-paragrapht-ofthis L penremre
Articlepursuant to Article 14 of Artietepursuant to Article 14(3) of
[the SMEI Regulation]. the IMERA Regulation.
| Article 1, first paragraph, amending provision, numbered paragraph (3), first subparagraph |
3. Articles 43b to 43g, except as 3. Articles 43b to 43g, except as 3. Articles 43b to 43g, except as 3. Articles 43b to 43g, except as
regards provisions concerning the regards provisions concerning the regards-previsions-concerning-the regards provisions-concerninethe
powers of the Commission, shall powers of the Commission, shall powers the power of the powersthe power of the Commission
38 apply during the Single Market apply during the Singleinternal Commission in Article 43e(5), shall | in Article 43e(5), shall apply only
emergency mode. market emergency mode. apply only during the Single Market | during the Singfeinternal market
emergency mode activated in emergency mode_activated in
accordance with Article 14 of [the | accordance with Article 14 of the
SMEI Regulation]. IMERA Regulation.
| Article 1, first paragraph, amending provision, numbered paragraph (3), second subparagraph |
39 However, Article 43¢(2), second However,Asticle-43e(2)second However, Article 43ef2)—second

subparagraph, and Article 43¢(5)

deleted

subparagraph;and- Article 43¢(5)

srthpetretsrapli—cid—trtete—=2c(5)
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shall apply during the Single Market
emergency mode and after its
deactivation or expiry.

EP Mandate

_ Council Mandate

shall apply during the Single Market
emergency mode and after its
deactivation or expiry.

Draft Agreement

shall apply during the Singleinternal
market emergency mode and after its
deactivation or expiry-

Article 1,

first paragraph, amending provision, n

umbered paragraph (4)

4. The Commission shall be

4. The Commission shall-be

4. The Commission skailbe

empowered to lay down by means of deleted empeweredtoday -do.. bvneansof | coporeeraofon o b o
implementing acts rules regarding wnplertentinaactsrul os  opardig implementing-ers-rrlesregarding
the follow-up actions to be taken the-follew—up-actionsto-be thetollow—wp-aetionsmay adopt

with respect to subsystems and
safety components placed on the
market in accordance with Articles
43c to 43f. Those implementing acts

takeamay adopt implementing acts
regarding the corrective or
restrictive actions to be taken, the
procedures to be followed and the

implementing acts regarding the
corrective or restrictive actions to
be taken, the procedures to be
takenfollowed and the specific

40 shall be adopted in accordance with specific labelling and traceability | labelling and traceability
the examination procedure referred requirements with respect to requirements with respect to
to in Article 44(3). subsystems and safety components subsystems and safety components
placed on the market in accordance | placed on the market in accordance
with Articles 43¢ to 43f43e. Those with Articles 43¢ to 43/43e. Those
implementing acts shall be adopted | implementing acts shall be adopted
in accordance with the examination | in accordance with the examination
procedure referred to in Article procedure referred to in Article
44(3). 44(3).
| Article 1, first paragraph, amending provision, Article
Article 43b Article 43b Article 43b Article 43b
Prioritisation of the conformity Prioritisation of the conformity Artiele43b Article-43h
41 assessment of crisis-relevant assessment of crisis-relevant Prioritisation of the conformity Prioritisation of the conformity

subsystems and safety components

subsystems and safety components

assessment of crisis-relevant
subsystems and safety components

assessment of crisis-relevant
subsystems and safety components

| Article 1, first paragraph, amending provision, numbered paragraph (1)
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1. This Article shall apply to all
subsystems and safety components
designated as crisis-relevant goods,

1. This Article shall apply to all
subsystems and safety components
designated as crisis-relevant goods,

1. This Article shall apply to all
subsystems and safety components
designated as crisis-relevant goods,

1. This Article shall apply to all
subsystems and safety components
designated as crisis-relevant goods,

42 which are subject to conformity which are subject to conformity which are subject to conformity which are subject to conformity
assessment procedures in accordance | assessment procedures in accordance | assessment procedures in accordance | assessment procedures in accordance
with Article 18 requiring mandatory | with Article 18 requiring mandatory | with Article 18 requiring mandatory | with Article 18 requiring mandatory
involvement of a notified body. involvement of a notified body. involvement of a notified body. involvement of a notified body.

| Article 1, first paragraph, amending provision, numbered paragraph (2) |
2. The notified bodies shall process | 2. The notified bodies shall ensure | 2. The notified bodies shall process | 2. The notified bodies shall make
all applications for conformity all reasonable efforts are made to all applications for conformity best efforts to process all
assessment of subsystems and safety | process all applications for assessment of subsystems and safety | applications for conformity
components designated as crisis- conformity assessment of components designated as crisis- assessment of subsystems and safety

43 relevant goods as a matter of subsystems and safety components relevant goods as a matter of components designated as crisis-
priority. designated as crisis-relevant goods priority, irrespective of whether relevant goods as a matter of

as a matter of priority. they have been lodged before or priority, irrespective of whether they
after the activation of the have been lodged before or after the
emergency procedures pursuant to | activation of the emergency
Article 43a. procedures pursuant to Article 43a.
| Article 1, first paragraph, amending provision, numbered paragraph (3) |

3. All pending applications for 3. All pending applications for

conformity assessment of conformity assessment of deleted deleted

subsystems and safety components subsystems and safety components

designated as crisis-relevant goods designated as crisis-relevant goods

44 shall be processed as a matter of shall be processed as a matter of

priority, ahead of any other
applications for conformity
assessment of subsystems and safety
components, which have not been
designated as crisis-relevant goods.

priority, ahead of any other
applications for conformity
assessment of subsystems and safety
components, which have not been
designated as crisis-relevant goods.
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Draft Agreement

This requirement applies with
respect to all applications for
conformity assessment of
subsystems and safety components
designated as crisis-relevant goods,
irrespective of whether they have
been lodged before or after the
activation of the emergency
procedures pursuant to Article 43a.

This requirement applies with
respect to all applications for
conformity assessment of
subsystems and safety components
designated as crisis-relevant goods,
irrespective of whether they have
been lodged before or after the
activation of the emergency
procedures pursuant to Article 43a.

| Article 1, first paragraph, amending provision, numbered paragraph (4) |

4. The prioritisation of applications | 4. The prioritisation of applications | 4. The prioritisation of applications | 4. The prioritisation of applications
for conformity assessment of for conformity assessment of for conformity assessment of for conformity assessment of
subsystems and safety components subsystems and safety components subsystems and safety components subsystems and safety components

45 pursuant to paragraph 3 shall not pursuant to paragraph 3 shall not pursuant to paragraph 32 shall not pursuant to paragraph 32 shall not
give rise to any additional costs for give rise to any extraordinary give rise to-any disproportionate give rise to anp-additionaladditional
the manufacturers, who have lodged | additional costs for the additional costs for the disproportionate costs for the
those applications. manufacturers, who have lodged manufacturers, who have lodged manufacturers, who have lodged

those applications. those applications. those applications.

| Article 1,

first paragraph, amending provision, numbered paragraph (5)

5. The notified bodies shall deploy
their best efforts to increase their
testing capacities for subsystems and

5. The notified bodies shall deplos
their-bestensure all reasonable
efforts are made to increase their

deleted

5. The notified bodies shall deploy
their-bestmake reasonable efforts to
increase their testing capacities for

46 safety components designated as testing capacities for subsystems and subsystems and safety components
crisis-relevant goods in respect of safety components designated as designated as crisis-relevant goods
which they have been notified. crisis-relevant goods in respect of in respect of which they have been

which they have been notified. notified.
| Article 1, first paragraph, amending provision, Article |

B -
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Article 43¢

Derogation from the conformity
assessment procedures requiring
mandatory involvement of a notified

body

Article 43¢

Derogation from the conformity
assessment procedures requiring
mandatory involvement of a notified

body

Article 43¢
Artiete3e
Derogation from the conformity
assessment procedures requiring

mandatory involvement of a notified
body

Article 43¢
Artiete43e
Derogation from the conformity
assessment procedures requiring

mandatory involvement of a notified
body

Article 1,

first paragraph, amending provision, numbered paragraph (1)

1. By way of derogation from
Article 18, any competent national
authority may authorise, on a duly
justified request, the placing on the
market or the incorporation into a
cableway installation within the
territory of the Member State
concerned, of a specific subsystem
or safety component which has been
designated as crisis-relevant good
and for which the conformity

1. By way of derogation from
Article 18, enythe competent
national authority, after carrying out
a risk assessment, may authorise, on
a duly justified request_from an
economic operator established in its
Member State, the placing on the
market or the incorporation into a
cableway installation within the
territory of thethat Member State
eonecerned, of a specific subsystem

1. By way of derogation from
Article 18, any competent national
authority may authorise, on a duly
justified request, the placing on the
market or the incorporation into a
cableway installation within the
territory of the Member State
concerned, of a specific subsystem
or safety component which has been
designated as crisis-relevant good
and for which the conformity

1. By way of derogation from
Article 18, any-competent-national
anthoritythe Member State may
authorise, on a duly justified request
from_an economic operator, the

placing on the market or the
incorporation into a cableway
installation within the territory of the
Member State concerned, of a
specific subsystem or safety
component which has been

& assessment procedures requiring the | or safety component which has been | assessment procedures requiring the | designated as crisis-relevant good
mandatory involvement of a notified | designated as_a crisis-relevant good | mandatory involvement of a notified | and for which the conformity
body, referred to in Article 18 have | and for which the conformity body, referred to in Article 18 have | assessment procedures requiring the
not been carried out by a notified assessment procedures requiring the | not been carried out by a notified mandatory involvement of a notified
body but for which the compliance mandatory involvement of a notified | body but for which the compliance body, referred to in Article 18 have
with all the applicable essential body, referred to in Article 18 have | with all the applicable essential not been carried out by a notified
requirements has been demonstrated. | not been carried out by a notified requirements has been demonstrated | body but for which the compliance
body but for which the compliance in accordance with procedures with all the applicable essential
with all the applicable essential referred to in that authorisation. requirements has been demonstrated
requirements has been demonstrated. in accordance with procedures
referred to in that authorisation.
| Article 1, first paragraph, amending provision, numbered paragraph (1a), first subparagraph |
l 48a
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EP Mandate

Commission Proposal

_ Council Mandate

la. The Member State shall
immediately inform the
Commission and the other
Member States of any
authorisation granted in
accordance with paragraph 1.
Unless the requirements set in the
authorisation do not ensure the
conformity with the essential
requirements laid down in Annex
II to this Regulation, the
Commission shall without delay
adopt an implementing act
extending for a limited period of
time the validity of the
authorisation granted by a
Member State in accordance with
paragraph 1 to the territory of the
Union and set the conditions
under which the specific
subsystem or safety component
may be placed on the market.
When preparing the draft
implementing act, the Commission
may request national market
surveillance authorities to provide
relevant information or comments
regarding the technical assessment
that served as the basis for the
authorisation referred to in
paragraph 1. The implementing
act shall be adopted in accordance
with the examination procedure
referred to in Article 44(3).

Draft Agreement

la. The Member State shall
immediately inform the
Commission and the other Member
States of any authorisation granted
in_accordance with paragraph 1.
Unless the requirements set in the
authorisation do not ensure the
conformity with the essential
requirements laid down in Annex I1
to this Regulation, the Commission
shall without delay adopt an
implementing act extending the
validity of the authorisation granted
by a Member State in accordance
with paragraph 1 to the territory of
the Union and set the conditions
under which the specific subsystem
or safety component may be placed
on the market. When preparing the
draft implementing act, the
Commission may request national
market surveillance authorities to
provide relevant information or

comments regarding the technical
assessment that served as the basis
for the authorisation referred to in

paragraph 1. The implementing act

shall be adopted in accordance with
the examination procedure referred
to in Article 44(3).

| Article 1, first paragraph, amending provision, numbered paragraph (1a), second subparagraph |

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-
2024 at 10h01 36/205




Commission Proposal EP Mandate _ Council Mandate

The specific subsystem or safety
component subject to the
extension of validity referred to in
the first subparagraph shall bear
the information that it is placed on
the market as a “crisis-relevant
good”. The implementing act
referred to in the first
subparagraph shall specify the

Draft Agreement

The specific subsystem or safety
component subject to the extension
of validity referred to in the first
subparagraph shall bear the
information that it is placed on the
market as a "'crisis-relevant good"'.
The implementing act referred to in
the first subparagraph shall specify
the modalities of that information.

A modalities of that information. That information, as well as any
That information, as well as any labelling, shall be clear,
labelling, shall be clear, understandable and intelligible and,
understandable and intelligible where relevant, in a language
and, where relevant, in a language | which can be easily understood by
which can be easily understood by | consumers and other end-users, as
consumers and other end-users, as | determined by the Member State
determined by the Member State concerned.
concerned.

| Article 1, first paragraph, amending provision, numbered paragraph (1a), third subparagraph

1b. On duly justified imperative 1b On duly justified imperative
grounds of urgency relating to the | grounds of urgency relating to the
need to preserve the health and need to preserve the health and

48¢ safety of persons, the Commission | safety of persons, the Commission
shall adopt immediately applicable | shall adopt immediately applicable
implementing acts in accordance implementing acts in_accordance
with the procedure referred to in with the procedure referred to in
Article 44(4). Article 44(4).

| Article 1, first paragraph, amending provision, numbered paragraph (1b), first subparagraph
48d

lc. As long as an implementing

1b. As long as an implementing act
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Commission Proposal

EP Mandate

_ Council Mandate

act referred to in paragraphs 1a or
1b is not adopted, the
authorisation granted by a
competent national authority in
one Member State shall be valid
only on the territory of the issuing
Member State, as well as on the
territories of any other Member
States whose competent national
authorities have recognised the
validity of that authorisation
before the adoption of the said
implementing act.

Draft Agreement

referred to in paragraphs la or 1b
is not adopted, the authorisation
granted by a competent national
authority in one Member State shall
be valid only on the territory of the
issuing Member State, as well as on
the territories of any other Member
States whose competent national
authorities have recognised the
validity of that authorisation before
the adoption of the said
implementing act.

| Article 1,

first paragraph, amending provision, numbered paragraph (1b), second subpa

ragraph

Member States shall inform the
Commission and the other

Member States shall inform the
Commission and the other Member

48e Member States of any decision to | States of any decision to recognise
recognise the validity of that the validity of that authorisation.
authorisation.
| Article 1, first paragraph, amending provision, numbered paragraph (2), first subparagraph |
2. The manufacturer of a subsystem | 2. The manufacturer of a subsystem | 2. The manufacturer of a subsystem | 2. The manufacturer of a subsystem
or safety component subject to the or safety component subject to the or safety component subject to the or safety component subject to the
authorisation procedure referred to authorisation procedure referred to authorisation procedure referred to authorisation procedure referred to
in paragraph 1 shall declare on his in paragraph 1 shall declare on his in paragraph 1 shall declare on his in paragraph 1 shall declare on his
49 sole responsibility that the sole responsibility that the sole responsibility that the sole responsibility that the

subsystem or safety component
concerned complies with all the
applicable essential requirements set
out in Annex II and shall be
responsible for the fulfilment of all

subsystem or safety component
concerned complies with all the
applicable essential requirements set
out in Annex II and shall be
responsible for the fulfilment of all

subsystem or safety component
concerned complies with all the
applicable essential requirements set
out in Annex II and shall be
responsible for the fulfilment of all

subsystem or safety component
concerned complies with all the
applicable essential requirements set
out in Annex II and shall be
responsible for the fulfilment of all
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

the conformity assessment
procedures indicated by the national
competent authority.

the conformity assessment
procedures indicated by the national
competent authority.

the conformity assessment
procedures indicated by the national
competent national authority.

the conformity assessment
procedures indicated by the #ationat
competent_national authority.

Article 1,

first paragraph, amending provision, numbered paragraph (2), second subparagraph

The manufacturer shall also deploy
all reasonable measures to ensure
that the subsystem or safety
component, which has been granted

deleted

deleted

deleted

= an authorisation pursuant to
paragraph 1, does not leave the
territory of the Member State, which
issued the authorisation.
| Article 1, first paragraph, amending provision, numbered paragraph (3) |
3. Any authorisation issued by a 3. Any authorisation issued by a 3. Any authorisation issued by-a 3. Any authorisation issued b3«
national competent authority national competent authority national-competent-authority e e
pursuant to paragraph 1 shall set out | pursuant to paragraph 1 shall set out | pursuant to paragraph 1 shall set out | pursuant to paragraph 1 shall set out
the conditions and requirements the conditions and requirements the conditions and requirements the conditions and requirements
57 under which the subsystem or safety | under which the subsystem or safety | under which the subsystem or safety | under which the subsystem or safety
component may be placed on the component may be placed on the component may be placed on the component may be placed on the
market or incorporated into a market or incorporated into a market or incorporated into a market or incorporated into a
cableway installation, including;: cableway installation, including_at# cableway installations-ineluding. cableway installation—neludine, The
least: The authorisations shall at least authorisations shall at least set out
set out the following: the following:
| Article 1, first paragraph, amending provision, numbered paragraph (3), point (a) |
57 (a) adescription of the procedures, | (a) a description of the procedures, | (a) a description of the procedures, | (a) a description of the procedures,

by means of which compliance with
the applicable essential requirements

by means of which compliance with
the applicable essential requirements

by means of which compliance with
the applicable essential requirements

by means of which compliance with
the applicable essential requirements

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-

2024 at 10h01 39/205



Commission Proposal

was successfully demonstrated;

EP Mandate

was successfully demonstrated;

_ Council Mandate

was successfully demonstrated;

Draft Agreement

was successfully demonstrated;

Text Origin: Commission

Proposal

| Article 1, first paragraph, amending provision, numbered paragraph (3), point (b) |
(b) specific requirements regarding | (b) specific requirements regarding | (b) any specific requirements (b) any specific requirements
53 the traceability of the subsystem or the traceability of the subsystem or regarding the traceability of the regarding the traceability of the
safety component concerned; safety component concerned; subsystem or safety component subsystem or safety component
concerned; concerned;
| Article 1, first paragraph, amending provision, numbered paragraph (3), point (c)
(c) an end date of validity of the (c) an end date of validity of the (c) an end date of validity of the (c) an end date of validity of the
authorisation, which cannot go authorisation, unless otherwise authorisation, which cannot go authorisation, which cannot go
beyond the last day of the period for | specified, which cannot go beyond beyond the last day of the period for | beyond the last day of the period for
54 which the Single Market emergency | the last day of the period for which which the Single Market emergency | which the Sineleinternal market
mode has been activated; the Singteinternal market mode has been activated activated emergency mode has been activated
emergency mode has been activated; | in accordance with Article 14 of in accordance with Article 14 of the
[the SMEI Regulation]; IMERA Regulation,
| Article 1, first paragraph, amending provision, numbered paragraph (3), point (d)
(d) any specific requirements (d) any specific requirements (d) any specific requirements (d) any specific requirements
regarding the need to ensure the regarding the need to ensure the regarding the need to ensure the regarding the need to ensure the
55 continuous conformity assessment continuous conformity assessment continuous conformity assessment continuous conformity assessment
with respect to the subsystem or with respect to the subsystem or with respect to the subsystem or with respect to the subsystem or
safety component concerned; safety component concerned; safety component concerned; safety component concerned;

| Article 1,

first paragraph, amending provision, numbered paragraph (3), point (e)

E

(e) measures to be taken with

(e) measures to be taken with

(e) measures to be taken with

(e) measures to be taken with
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement
respect to the subsystem or safety respect to the subsystem or safety respect to the subsystem or safety PESPECAAOHrS P e Or-S e el
component concerned upon expiry component concerned upon expiry component-coneerned-upon-expiry ecomponent-coneeried-upon expiry
of the authorisation in order to of the authorisation in order to oftheauth srisctioninorderte of the anthorisationin-orderto
ensure that the subsystem or safety ensure that the subsystem or safety ensiret abt e sulvystem-orsatety ensure-thatinternal market
component concerned is brought component concerned is brought eomperent- . e rac-Hs-brought emergency with respect to the
back in compliance with all the back in compliance with all the back-inecmpl.ar ewhnallt-the subsystem or safety component
requirements of this Regulation. requirements of this Regulation. requirernems ot his ceoth-tion oo bbb

placed on the market upon expiry | eompliancewith-all-therequirements
of the Single Market emergency. ofthisRegutationplaced on the
market.
| Article 1, first paragraph, amending provision, numbered paragraph (3), point (ea) |
(ea) labelling requirements,
including radio frequency deleted
56 identification, indicating that the
subsystem or safety component was
authorised under the internal
market emergency mode.
| Article 1, first paragraph, amending provision, numbered paragraph (4)
4. By way of derogation from 4. By way of derogation from
Article 43a(3), first subparagraph, Article 43a(3), frst-subparasraph; deleted deleted
where appropriate, the national where appropriate, the national
competent authority may amend the | competent authority may alse amend
conditions of the authorisation the conditions ofthe
57 ) o .
referred to in paragraph 3also after anthorisationand requirements

the deactivation or expiry of the
Single Market Emergency mode.

referred to in paragraph 3aiso3 of
this Article after the deactivation or
expiry of the Sineteinternal market
emergency mode.

| Article 1, first paragraph, amending provision, numbered paragraph (5)
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Commission Proposal

5. By way of derogation from
Articles 7 and 20, subsystems or
safety components, for which an
authorisation has been granted in
accordance with paragraph 1 of this

EP Mandate

deleted

_ Council Mandate

5. By way of derogation from
Articles 7, 20 and 21-and-20,
subsystems or safety components,
for which an authorisation has been
granted in accordance with

Draft Agreement

5. By way of derogation from
Articles 7, 20 and 21-ard-20,
subsystems or safety components,
for which an authorisation has been
granted in accordance with

58 Article, shall not leave the territory paragraph 1-efthisAstiele- shall paragraph 1 ofthisArticte—shall not
of the Member State which has not feave-thetevritor -of heMember | learetheterritorroftheMember
issued the authorisation and shall not State-which-has-issued he Sl traed Ll
bear the CE marking. avtherisation-andbear the CE anthorisationandbear the CE
marking and Article 7 shall not marking and Article 7 shall not bear
bearthe-Ch-markingapply. the-CE-mearlingapply.
| Article 1, first paragraph, amending provision, numbered paragraph (5a), numbered paragraph (6) |
6. The market surveillance 6. The market surveillance 65a. The market surveillance 63a. The market surveillance
authorities of the Member State, authorities of the Member State, authorities of-the a Member State, authorities of tkea Member State,
whose competent authority has whose competent authority has whose-competentauthority has whose-competent-athorit-has
granted an authorisation pursuant to | granted an authorisation pursuant to | grantedwhere an authorisation srantedwhere an authorisation
paragraph 1, shall be entitled to take | paragraph 1, shall be entitled to take | pursuant to paragrapht; pursuant to parasraphit;
all corrective and restrictive all corrective and restrictive paragraphs 1, 1a and 1cis valid, | paragraphs 1, 1a and Ic is valid,
measures at national level provided | measures at national level provided | shall be entitled to take all corrective | shall be entitled to take all corrective
for under this Regulation with for under this Regulation with and restrictive-rreastres actions at | and restrictive measuresactions at
59 respect to such subsystems or safety | respect to such subsystems or safety | national level provided for under national level provided for under

components.

components._The market
surveillance authorities shall keep
all records related to products
authorised under a derogation for a
period of 10 years. They shall make

those records available to other
market surveillance authorities

upon request.

Regulation (EU) 2019/1020 and
under this Regulation with respect to
such subsystems or safety
components.

Regulation (EU) 2019/1020 and
under this Regulation with respect to
such subsystems or safety
components.

| Article 1, first paragraph, amending provision, numbered paragraph (5a), numbered paragraph (6) a
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

They shall immediately inform the
Commission and the market

They shall immediately inform the
Commission and the market

e surveillance authorities of other surveillance authorities of other
Member States of these actions. Member States of these actions.
| Article 1, first paragraph, amending provision, numbered paragraph (7)
7. Member States shall inform the 7. Member States shall inform the
Commission and the other Member | Commission and the other Member deleted deleted
States of any decision to authorise States of any decision to authorise
60 the placing on the market of the placing on the market or
subsystems or safety components in | incorporation into a cableway
accordance with paragraph 1. installation of subsystems or safety
components in accordance with
paragraph 1.
| Article 1, first paragraph, amending provision, numbered paragraph (8) |
8. The application of Articles 43ato | 8. The application of Articles 43ato | 8. The-appheation-ofArticles43ate | 8. TheapplicationofArticles43ato
43¢ and the use of the authorisation | 43g and the use of the authorisation | 43g-andthe- use of the authorisation | 43g-a#d The use of the authorisation
procedure set out in paragraph 1 of | procedure set out in paragraph 1 of | procedure set out in paragraph 1 ef | procedure set out in parasraphit-of
this Article does not affect the this Article deesshall not affect the this Artiele-to 1¢ does not affect the | thisArticledoesparagraphs 1 to 1c
61 application of the relevant application of the relevant application of the relevant shall not affect the application of the
conformity assessment procedures conformity assessment procedures conformity assessment procedures relevant conformity assessment
laid down in Article 18 on the laid down in Article 18-oun-the laid down in Article 18 on the procedures laid down in Article 18
territory of the Member State territori-of-the-Member-State territory of the Member State on the territory of the Member State
concerned. coneerned. concerned. concerned.
| Article 1, first paragraph, amending provision, numbered paragraph (8a) |
6la 8a. Subsystems or safety

components subject to derogation

deleted
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

under paragraph 1 shall remain
valid for six months after
deactivation or expiration of the
internal market emergency mode.
After this period, they shall only be
made available on the market after
receiving an authorisation under
the normal authorisation procedure
provided for in this Regulation.

See COM Recital: to clarify (important
point for EP)

| Article 1, first paragraph, amending provision, Article
Article 43d Article 43d
62 Presumption of conformity based on | Presumption of conformity based on deleted deleted
national and international standards | national and international standards
| Article 1, first paragraph, amending provision, Article, first paragraph
Member States shall take all Member States shall take all
appropriate measures to ensure that, | appropriate measures to ensure that, deleted deleted
for the purposes of placing on the for the purposes of placing on the
market, their competent authorities market, their competent authorities
consider that subsystems and safety | consider that subsystems and safety
components, which comply with the | components, which comply with the
63 relevant international standards or relevant international standards or

any national standards in force in the
Member State of manufacture,
ensuring the safety level required by
the essential requirements set out in
Annex II, comply with those
essential requirements in either of
the following cases:

any national standards in force in the
Member State of manufacture,
ensuring the safety level required by
the essential requirements set out in
Annex II, comply with those
essential requirements in either of
the following cases:

| Article 1, first paragraph, amending provision, Article, first paragraph, point (a), first subparagraph
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Commission Proposal

(a) where no reference to

EP Mandate

(a) where no reference to

_ Council Mandate

Draft Agreement

harmonised standards covering the harmonised standards covering the deleted deleted
relevant essential requirements set relevant essential requirements set
64 out in Annex II is published in the out in Annex II is published in the
Official Journal of the European Official Journal of the European
Union in accordance with Union in accordance with
Regulation (EU) No 1025/2012; Regulation (EU) No 1025/2012;
| Article 1, first paragraph, amending provision, Article, first paragraph, point (a), second subparagraph
65 Where
deleted deleted deleted
| Article 1, first paragraph, amending provision, Article, first paragraph, point (b)
(b) severe disruptions in the (b) where severe disruptions in the
functioning of the Single Market, functioning of the Singleinternal deleted deleted
which were taken into consideration | market, which were taken into
when activating the Single Market consideration when activating the
emergency mode in accordance with | Sineleinternal market emergency
Article 15(4) of [the SMEI mode in accordance with Article
Regulation], significantly restrict the | £3¢)-of fhe-SMELL4 of [the
possibilities of manufacturers to IMERA Regulation], significantly
66 make use of the harmonised restrict the possibilities of

standards covering the relevant
essential requirements set out in
Annex II to this Regulation and
already published in the Official
Journal of the European Union in
accordance with Regulation (EU) No
1025/2012.

manufacturers to make use of the
harmonised standards covering the
relevant essential requirements set
out in Annex II to this Regulation
and already published in the Official
Journal of the European Union in
accordance with Regulation (EU) No
1025/2012.

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-

2024 at 10h01 45/205



Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

Article 1, first paragraph, amending provision, Article

Article 43¢ Article 43¢ Article 43e Article 43¢
Adoption of common specifications | Adoption of common specifications Asticia43e hetiele e
conferring a presumption of conferring a presumption of Adepiione’ « ¥ mronspeetfteations | ldoprion-of common-specifications
67 conformity conformity CORTOHH? Jresur-oien-of CONfEIFLIHE—-PREsHPHOTOf
conformityPresumption of AR
conformity based on standards Presumption of conformity based
and common specifications on standards and common
specifications
| Article 1, first paragraph, amending provision, numbered paragraph (1)
1. Where subsystems and safety 1. Where subsystems and safety 1. Where subsystems and safety 1. Where subsystems and safety
components, have been designated components, have been designated components; have been designated components; have been designated
as crisis-relevant goods, the as crisis-relevant goods, the as crisis-relevant goods, the as crisis-relevant goods, the
Commission is empowered to adopt | Commission is empowered to adopt | Commission is empowered to adopt | Commission is empowered to adopt
implementing acts establishing implementing acts establishing implementing acts, listing implementing acts, listing
68 common specifications for such common specifications for such appropriate standards or appropriate standards or
subsystems and safety components subsystems and safety components establishing common specifications | establishing common specifications
to cover the essential requirements to cover the essential requirements for such subsystems and safety for such subsystems and safety
set out in Annex II in either of the set out in Annex II in either of the components to cover the essential components to cover the essential
following cases: following cases: requirements set out in Annex Il in requirements set out in Annex II in
either of the following cases: either of the following cases:
Article 1, first paragraph, amending provision, numbered paragraph (1), point (a)
(a) where no reference to (a) where noreferenceto (a) where no reference to (a) reloroeefenen o
harmonised standards covering the harmonised-standards-eoveringthe | harmonised standards covering the T e / /14
, 69 relevant essential requirements set T e relevant essential requirements set relevant European standardisation
out in Annex II is published in the ont-inAnnesH-isprblished-inthe out in Annex II is published in the organisations have not adopted the
Official Journal of the European B e e e Official Journal of the European relevant essenticlrequirements-set
Union in accordance with Liopbgeeapdenecpitl-the UnionOfficial Journal-of the outi-tn—dneti-is-published-in-the
Regulation (EU) No 1025/2012; European standardisation EurepeanUnien in accordance with | OfficialJonrnat-of the Enropean
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Commission Proposal EP Mandate

deliverables addressing a request
pursuant to Article 10(1) of
Regulation (EU) No 1025/2012_were

not adopted,

_ Council Mandate
Regulation (EU) No 1025/2012;

Draft Agreement

Enion-in-aecordance
withharmonised standards
requested by the Commission on the
basis of a pre-existing
standardisation request adopted on
the basis of Article 10(1) of
Regulation (EU) No 1025/2012;

Article 1,

first paragraph, amending provision, numbered paragraph (1), point (aa)

(aa) where a reference to
harmonised standards covering the
relevant essential requirements set
out in Annex 11 is not published in
the Official Journal of the

(aa) the request issued by the
Commission on the basis of Article
10(1) of Regulation (EU) No
1025/2012 which contained the
relevant harmonised standard was

69a European Union in accordance not accepted by the relevant Y
with Regulation (EU) No 1025/2012 European standardisation
and such reference is not expected organisations;
to be published within a reasonable
timeframe during the internal
market emergency mode;
Article 1, first paragraph, amending provision, numbered paragraph (1), point (ab)
(ab) the harmonised standards
addressing that request are not
69b delivered within the deadline set in Y
accordance with Article 10(1) of
Regulation (EU) No 1025/2012;
Article 1, first paragraph, amending provision, numbered paragraph (1), point (ac)
69c

(ac) the harmonised standards
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

adopted on the basis of a pre-
existing standardisation request do
not comply with the request;

Article 1,

first paragraph, amending provision, numbered paragraph (1), point (ad)

(ad) no reference to harmonised
standards covering the relevant
essential requirements set out in
Annex II has been published in the
Official Journal of the European

69d Union in accordance with
Regulation (EU) No 1025/2012 and
no such reference is expected to be
published within a reasonable
period;
Article 1, first paragraph, amending provision, numbered paragraph (1), point (b)
(b) where severe disruptions in the (b) where severe disruptions in the (b) where severe disruptions in the (b) where-severe disruptions in the
functioning of the Single Market, functioning of the Singleinternal functioning of the Single Market, functioning of the Singleinternal
which led to the activation of the market, which led to the activation which led to the activation of the market, which led to the activation
Single Market emergency mode in of the Singfeinternal market Single Market emergency mode in of the Singleinternal market
accordance with Article 14 of [the emergency mode in accordance with | accordance with Article 14 of [the emergency mode in accordance with
SMEI Regulation], significantly Article 14 of [the SMEHIMERA SMEI Regulation], significantly Article 14 of fthe-SM#Eithe IMERA
70 restrict the possibilities of Regulation], significantly restrict the | restrict the possibilities of Regulationf, significantly restrict the

manufacturers to make use of the
harmonised standards covering the
relevant essential requirements set
out in Annex II to this Regulation
and already published in the Official
Journal of the European Union in
accordance with Regulation (EU) No
1025/2012.

possibilities of manufacturers to
make use of the harmonised
standards covering the relevant
essential requirements set out in
Annex II to this Regulation and
already published in the Official
Journal of the European Union in
accordance with Regulation (EU) No

manufacturers to make use of the
harmonised standards covering the
relevant essential requirements set
out in Annex [I-te-this Regulation
and already published in the Official
Journal of the European
UnionOfficial Journal-of the

EurepeanYnien in accordance with

possibilities of manufacturers to
make use of the harmonised
standards covering the relevant
essential requirements set out in
Annex ll-to-this Regutation and
already published in the Official
Journal of the European

UnionOfficicl-Journel-of-the
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Commission Proposal EP Mandate

_ Council Mandate

Draft Agreement

1025/2012.

Regulation (EU) No 1025/2012.

Furopean-tnion in accordance with
Regulation (EU) No 1025/2012.

Article 1,

first paragraph, amending provision, numbered paragraph (1a)

la. The implementing acts
referred to in paragraph 1 may:

paragraph 3. To this end, the

deleted

la. The implementing acts referred
to in paragraph 1 shall deploy the
most appropriate alternative
technical solution for the purposes
of providing a presumption of
conformity in accordance with
70a implementing act may publish the
references to European standards,
to relevant applicable international
or national standards or, if there is
no relevant applicable European,
international or national standard,
may establish common
specifications.
| Article 1, first paragraph, amending provision, numbered paragraph (1), point (bb)
(a) publish the references to
relevant applicable international deleted
70b standards that provide
presumption of conformity in
accordance with paragraph 3;
| Article 1, first paragraph, amending provision, numbered paragraph (1), point (bc)
70c (b) if there is no relevant I

applicable international standards
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Commission Proposal EP Mandate

_ Council Mandate

as referred to in point a of this
paragraph that cover the essential
requirements set out in Annex II
[to this Regulation], publish the
references to the European
standards that provide
presumption of conformity in
accordance with paragraph 3;

Draft Agreement

| Article 1,

first paragraph, amending provision, numbered paragraph (1), point (bd)

70d

(¢) if there is no relevant
applicable international or
European standard as referred to
in points a and b, that cover the
essential requirements set out in
Annex II [to this Regulation],
establish common specifications
established by the Commission
that provide presumption of
conformity in accordance with
paragraph 3;

deleted

| Article 1,

first paragraph, amending provision, numbered paragraph (1), point (be)

70e

(d) if there is no relevant
applicable international standard,
European standard or common
specifications as referred to in
points a, b and ¢, publish the
reference to national standards
that provide presumption of
conformity in accordance with
paragraph 3.

deleted
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 1,

first paragraph, amending provision, numbered paragraph (2)

2. The implementing acts referred to
in paragraph 1 of this Article shall
be adopted following a consultation
of the sectoral experts and in
accordance with the examination
procedure referred to in Article
44(3) and they shall apply to
subsystems or safety components
placed on the market until the last
day of the period for which the
Single Market emergency mode

2. The implementing acts referred to
in paragraph 1 of this Article shall

be adopted foHowineeaconsultation
B e 1]
accordance with the examination
procedure referred to in Article
44(3) and they shall apply to
subsystems or safety components
placed on the market until the last
day of the period for which the
Singleinternal market emergency

2. The implementing acts referred to
in paragraph 1-efthisA+tiele- shall
be adopted foHewine-a-econsultation
of the-seetoral-expertsand-in
accordance with the examination
procedure referred to in Article
44(3) and they shall apply te

subsystems-orsatebcomponents
placed-en-the-market-until the last
day of the period for which the

Single Market emergency mode

2. The implementing acts referred to
in paragraph 1 efthisArtiete-shall be
adopted followine—a-consuitation-of
threreatopaloe e e lin
accordance with the examination
procedure referred to in Article
44(3) and they shall apply o

b e e e e
plaeced-onthe-market-until the last
day of the period for which the

Singleinternal market emergency

71 remains active. In the early mode remains active. fu-the-early remains active—n-the-earhy mode remains active—futhe-early
preparation of the draft preparation-ofWhen preparing the preparation-of the-draft e e
implementing act establishing the draft implementing act establishing | #mplementingaectestablishingthe frplenreiie et aa bR e
common specification, the the common specification, the commen-speeification;the S e e e
Commission shall gather the views Commission shall gathertake into Commission-shall-gather-the-views Commission-shall-gather-the-views
of relevant bodies or expert groups account the views of refevant-bodies | efrelevantbedies-orexpertgroups efelava hodia oo
established under relevant sectoral ey el established-underrelevantseetoral establishedimder-relevantsectoral
Union legislation. Based on that underthe relevant seetoral-Urion Ynienlegislation-Based-on-that Hrior-tesistation—Based-on+hat
consultation, the Commission shall Lot et e ontlren consultation;-the-Commissionshal et e e e e
prepare the draft implementing act. eerpathetinri e Corrbedonbodies | prepare-the-draftimplementingaet, | proparethedleelbimnlonrentieael,

and shall prepare-the-draft unless amended or repealed in unless amended or repealed in
implementine—eactduly consult all accordance with paragraph 5. accordance with paragraph 5.
relevant stakeholders.
| Article 1, first paragraph, amending provision, numbered paragraph (2a) |
2a. Before preparing the draft 2a. Before preparing the draft
71a implementing act referred to in implementing act referred to in

paragraph 1, the Commission
shall inform the committee

paragraph 1, the Commission shall
inform the committee referred to in
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Commission Proposal

EP Mandate

_ Council Mandate

referred to in Article 22 of
Regulation (EU) No 1025/2012
that it considers that the
conditions in paragraph 1 have
been fulfilled. When preparing the
draft implementing act referred to
in paragraph 1, the Commission
shall take into account the views of
relevant bodies or expert groups
established under this Regulation
and shall duly consult all relevant
stakeholders.

based on COM text above, line 72

Draft Agreement

Article 22 of Regulation (EU) No
1025/2012 that it considers that the
conditions in paragraph 1 have
been fulfilled. When preparing the
draft implementing act referred to
in paragraph 1, the Commission
shall take into account the views of
relevant bodies or expert groups
established under this Regulation
and shall duly consult all relevant
stakeholders.

| Article 1,

first paragraph, amending provision, numbered paragraph (3)

72

3. Without prejudice to Article 17,
subsystems and safety components
which are in conformity with
common specifications adopted
pursuant to paragraph 2 of this
Article shall be presumed to be in
conformity with the essential
requirements set out in Annex 11
covered by those common
specifications or parts thereof.

3. Without prejudice to Article 17,
subsystems and safety components
which are in conformity with
common specifications adopted
pursuant to paragraph 2 of this
Article shall be presumed to be in
conformity with the essential
requirements set out in Annex II
covered by those common
specifications or parts thereof.

3. Without prejudice to Article 17,
subsystems and safety components
which are in conformity with the
standards or common
specifications adepted-pursuant
tereferred to in paragraph 2-efthis
Artielel, or parts thereof, shall be
presumed to be in conformity with
the essential requirements set out in
Annex II covered by those
standards, common specifications
or parts thereof. The presumption
of conformity provided by the
standards or the common
specifications referred to in the
implementing act referred to in
paragraph 1 shall automatically
cease to apply on the day the

3. Without prejudice to Article 17,
subsystems and safety components
which are in conformity with the
standards or common specifications

adopted-pursnant-toreferred to in

paragraph 2-of thisArticlel, or parts
thereof, shall be presumed to be in

conformity with the essential
requirements set out in Annex I1
covered by those standards,
common specifications or parts
thereof. The presumption of
conformity provided by the
standards, parts thereof or the
common specifications referred to
in the implementing act referred to
in paragraph 1 can no longer be
relied upon from the day the
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Commission Proposal

EP Mandate

_ Council Mandate

Single Market Emergency mode
expires or is deactivated.

Draft Agreement

internal market emergency mode
expires or is deactivated.

Article 1,

first paragraph, amending provision, numbered paragraph (4)

4. By way of derogation from
Article 43a(3), first subparagraph,
unless there is sufficient reason to
believe that the subsystems or safety
components covered by the common
specifications referred to in
paragraph 1 of this Article present a
risk to the health or safety of
persons, the subsystems or safety
components in compliance with the
said common specifications which
have been placed on the market shall

4. By way of derogation from
Article 43a(3), first-subparasraph;
unless there is sufficient reason to
believe that the subsystems or safety
components covered by the common
specifications referred to in
paragraph 1 of this Article present a
risk to the health or safety of
persons, the subsystems or safety
components in compliance with #e
satdthose common specifications
which have been placed on the

4. By way of derogation from
Article 43a(3), first subparagraph,
unless there is sufficient reason to
believe that the subsystems or safety
components covered by the
standards or common
specifications referred to in
paragraph 1-efthis-Asticle- present a
risk to the health or safety of
persons, the subsystems or safety
components which are in

conformity in-eeomphanee-with the

4. By way of derogation from
Article 43a(3), first-subparasraph;
unless there is sufficient reason to
believe that the subsystems or safety
components covered by the
standards or common specifications
referred to in paragraph 1-ofthis
Artiete present a risk to the health or
safety of persons, the subsystems or
safety components which are in
conformity with those standards

OF Lol i e

73 be deemed compliant with this market shall be deemed compliant satdstandards or common common specifications_and which
Regulation after the expiry or repeal | with this Regulation after the expiry | specifications and which have been | have been placed on the market shall
of an implementing act adopted or repeal of an implementing act placed on the market shall be be deemed compliant with #kis
pursuant to paragraph 2 of this adopted pursuant to paragraph 2 of | deemed compliant with this Resulationthe essential
Article and after the expiry or this Article and after the expiry or Regulation-the essential requirements set out in Annex I1
deactivation of the Single Market deactivation of the Singleinternal requirements set out in Annex II after the expiry or repeal of an
Emergency mode in accordance with | market emergency mode in after the expiry or repeal of an implementing act adopted pursuant
[the SMEI Regulation]. accordance with [the SMEAMERA | implementing act adopted pursuant | to paragraph 2 efthisArtiele-and

Regulation]. to paragraph 2-efthisAstiele- and after the expiry or deactivation of the
after the expiry or deactivation of the | Sineleinternal market emergency
Single Market Emergency mode in mode in accordance with fthe
accordance with [the SMEI SMEithe IMERA Regulationf.
Regulation[fthe-SMEI Regulation].
| Article 1, first paragraph, amending provision, numbered paragraph (5) |
74

5. When a Member State considers

5. When a Member State considers

5. When a Member State considers

5. When a Member State considers
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

that a common specification referred
to in paragraph 1 does not entirely
satisfy the essential requirements
which it aims to cover and which are
set out in Annex II, it shall inform
the Commission thereof with a
detailed explanation and the
Commission shall assess that
information and, if appropriate,
amend or withdraw the
implementing act establishing the
common specification in question.

that a common specification referred
to in paragraph 1 does not entirely
satisfy the essential requirements
which it aims to cover and which are
set out in Annex II, it shall inform
the Commission thereof with a
detailed explanation and the
Commission shall assess that
information-and—if-appropriates,
The Commission may amend, where
appropriate,-or-withdrew the
implementing act establishing the
common specification in question.

that a standard or common
specification referred to in paragraph
1 does not entirely satisfy the
essential requirements-which-it-aims
to-coverand-whichare- set out in
Annex II, it shall inform the
Commission thereof by submitting
with a detailed explanation-and. The
Commission shall assess that
mformationdetailed explanation
and, if appropriate, amend or
withdrawrepeal the implementing
act listing the standard or
establishing the common
specification in question.

that a standard or common
specification referred to in paragraph
1 does not entirely satisfy the
essential requirements whiehit-ains
to-cover-and-which-are-set out in
Annex 11, it shall inform the
Commission thereof witkby
submitting a detailed explanation
and, The Commission shall assess
that infermeation-and—ifdetailed
explanation and, may, where
appropriate, amend or
withdreswrepeal the implementing
act listing the standard or
establishing the common
specification in question.

| Article 1,

first paragraph, amending provision, A

rticle

75

Article 43f
Adoption of mandatory common
specifications

deleted

deleted

deleted

| Article 1,

first paragraph, amending provision, numbered paragraph (1)

76

1. In exceptional and duly justified
cases, the Commission is
empowered to adopt implementing
acts establishing mandatory common
specifications to cover the essential
requirements set out in Annex II for
subsystems or safety components,
which have been designated as

crisis-relevant goods.

deleted

deleted

deleted
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 1,

first paragraph, amending provision, numbered paragraph (2)

77

2. The implementing acts
establishing mandatory common
specifications, referred to in
paragraph 1 of this Article shall be
adopted following a consultation of
the sectoral experts and in
accordance with the examination
procedure referred to in Article
44(3). They shall apply to
subsystems or safety components
placed on the market until the last
day of the period for which the
Single Market emergency mode
remains active. In the early
preparation of the draft
implementing act establishing the
common specification, the
Commission shall gather the views
of relevant bodies or expert groups
established under relevant sectoral
Union legislation. Based on that
consultation, the Commission shall
prepare the draft implementing act.

deleted

deleted

deleted

| Article 1,

first paragraph, amending provision, numbered paragraph (3)

78

3. By way of derogation from
Article 43a(3), first subparagraph,
unless there is sufficient reason to
believe that the subsystems or safety
components covered by the common

deleted

deleted

deleted
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

specifications referred to in
paragraph 1 of this Article present a
risk to the health or safety of
persons, the subsystems or safety
components in compliance with
those common specifications which
have been placed on the market shall
be deemed compliant with this
Regulation after the expiry or repeal
of an implementing act adopted
pursuant to paragraph 2 of this
Article and after the expiry or
deactivation of the Single Market
Emergency mode in accordance with
[the SMEI Regulation].

| Article 1,

first paragraph, amending provision, Article

79

Article 43g

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Article 43g

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Article 43g

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Article 43g

Prioritisation of market surveillance
activities and mutual assistance
among authorities

| Article 1,

first paragraph, amending provision, numbered paragraph (1)

80

1. Member States shall prioritise the
market surveillance activities for
subsystems and safety components
designated as crisis-relevant goods.

1. Member States shall prioritise the
market surveillance activities for
subsystems and safety components
designated as crisis-relevant goods.

1. Member States shall prioritise the
market surveillance activities for
subsystems and safety components
designated as crisis-relevant goods.
The Commission shall facilitate
coordination of these efforts
through the Union Product
Compliance Network established

1. Member States shall prioritise the
market surveillance activities for
subsystems and safety components
designated as crisis-relevant goods.
The Commission shall facilitate
coordination of these efforts
through the Union Product
Compliance Network established
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

under Article 29 of Regulation
(EU) 2019/1020.

under Article 29 of Regulation
(EU) 2019/1020.

Article 1,

first paragraph, amending provision, numbered paragraph (2)

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market
surveillance authorities during a
Single Market emergency, including
by mobilising and dispatching expert
teams to temporarily reinforce the
staff of market surveillance

2. The market surveillance
authorities of the Member States
shall deploy-theirensure best efforts
are made to provide assistance to
other market surveillance authorities
during e-Sinelean internal market
emergency, including by mobilising
and dispatching expert teams to
temporarily reinforce the staff of

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market
surveillance authorities during a
Single Market emergency, including
by mobilising and dispatching expert
teams to temporarily reinforce the
staff of market surveillance

2. The market surveillance
authorities of the Member States
shall deploy-theirensure that best
efforts are made to provide
assistance to other market
surveillance authorities during a
Singteinternal market emergency,
including by mobilising and
dispatching expert teams to

4 authorities requesting assistance or market surveillance authorities authorities requesting assistance or temporarily reinforce the staff of
by providing logistical support such | requesting assistance or by providing | by providing logistical support such | market surveillance authorities
as reinforcement of the testing logistical support such as as reinforcement of the testing requesting assistance or by providing
capacity for subsystems and safety reinforcement of the testing capacity | capacity for subsystems and safety logistical support such as
components designated as crisis- for subsystems and safety components designated as crisis- reinforcement of the testing capacity
relevant goods. components designated as crisis- relevant goods. for subsystems and safety
‘| relevant goods. ‘| components designated as crisis-
¢ relevant goods.
| Article 2 |
Article 2 Article 2 Article 2 Article 2
Amendments to Regulation (EU) Amendments to Regulation (EU) Amendments to Regulation (EU) Amendments to Regulation (EU)
82 2016/425 2016/425 2016/425 2016/425
Text Origin: Commission
Proposal
| Article 2, first paragraph |
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

In Regulation (EU) 2016/425, the
following Chapter Vla is inserted:

In Regulation (EU) 2016/425, the

following Chapter Vla is inserted:

Ia-Regulation (EU) 2016/425-the
o llowine Cl Vais i

#n-Regulation (EU) 2016/425-tke

B e A)

Article 3, point (3) of Regulation
(EU) .../... [SMEI Regulation].;

n

Article 3, point (3) of Regulation
(EU) .../... IMERA Regulation].;

>

Text Origin: Council Mandate

83 amended as follows: amended as follows:
Text Origin: Council Mandate
| Article 2, first paragraph, point (1)
(1) In Article 3 the following (1) In Article 3 the following points
83a points are added: are added:
Text Origin: Council Mandate
| Article 2, first paragraph, point (1), amending provision, first paragraph
(19) ‘crisis-relevant goods’ (19) _ ‘crisis-relevant goods’
means ‘crisis-relevant goods’ means ‘crisis-relevant goods’
83b within the meaning of Article 3, within the meaning of Article 3,
point (6) of Regulation (EU) .../.... | point (6) of Regulation (EU) .../....
[SMEI Regulation]; [SMEI/IMERA Regulation];
Text Origin: Council Mandate
| Article 2, first paragraph, point (1), amending provision, second paragraph
(20) ‘Single Market (20) ‘internal market
Emergency’ means ‘Single Market | emergency’ means ‘internal market
- Emergency’ within the meaning of | emergency’ within the meaning of
c

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-

2024 at 10h01 58/205



Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 2, first paragraph, point (2) |
(2) The following Chapter Vlais | (2) The following Chapter Vla is
83d inserted after Chapter VI: inserted after Chapter VI:
Text Origin: Council Mandate
| Article 2, first paragraph, amending provision, Chapter |
‘ ¢ Chapter VIa Chapter Via
CHAPTER Vla CHAPTER Vla ¢ ¢
84 EMERGENCY PROCEDURES EMERGENCY PROCEDURES CHAPTER Va e
EMERGENCY PROCEDURES EMERGENCY PROCEDURES
Text Origin: Council Mandate
| Article 2, first paragraph, amending provision, Article
Article 41a Article 41a Article 41a Article 41a
Application of emergency Application of emergency ArticleHa sheptele e
85 procedures procedures Application of emergency Application of emergency
procedures procedures
Text Origin: Council Mandate
| Article 2, first paragraph, amending provision, numbered paragraph (1) |

I86

1. Articles 41b to 41g shall only
apply if the Commission has adopted
an implementing act pursuant to
Article 23 of [the SMEI Regulation]
activating Article 26 of [the SMEI

1. Articles 41b to 41g of this
Regulation shall only apply if the
Commission has adopted an
implementing act pursuant to Article

23-offhe-SMEL Resniutionf

1. Articles 41b to 41g shall only
apply if the Commission has adopted
an implementing act pursuant to
Article 23 of [the SMEI Regulation]
activating Article 26 of [the SMEI

1. Articles 41b to 41g of this
Regulation shall only apply if the
Commission has adopted an
implementing act pursuant to Article

23-of Hhe-SME Regrlationt
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Commission Proposal

Regulation] with respect to this
Regulation.

EP Mandate

SMELI4(5) of [the IMERA

Regulation]-withrespect-to-this
Proemploicn,

_ Council Mandate

Regulation] with respect to PPE
covered by this Regulation.

Draft Agreement

IMERA Regulation.

| Article 2,

first paragraph, amending provision, numbered paragraph (2)

2. Articles 41b to 41g shall apply
exclusively to PPE, which has been

2. Atrticles 41b to 41g shall apply
exclusively to PPE; which has been

2. Atrticles 41b to 41g-shal- apply
exclusively to PPE, which has been

2. Atrticles 41b to 41g-shall-_apply
exclusively to PPE, which has been

designated as crisis-relevant goods designated as crisis-relevant goods designated as erists-relevantgoods designated as crisis-relevant goods
87 in the implementing act referred to in the implementing act referred to in-the-implementing-act referred-to e A e
in paragraph 1. in paragraph 1_of this Article. inparagraphta crisis-relevant good | inparagraphipursuant to Article
pursuant to Article 14 of [the 14(3) of the IMERA Regulation.
SMEI Regulation].
| Article 2, first paragraph, amending provision, numbered paragraph (3), first subparagraph
3. Articles 41b to 41g, except as 3. Articles 41b to 41g, except as 3. Articles 41b to 41g, except as 3. Articles 41b to 41g, except as
regards provisions concerning the regards provisions concerning the regards-previsions-concerning-the regards provisions-concerninethe
powers of the Commission, shall powers of the Commission, shall poewers the power of the powersthe power of the Commission
g8 apply during the Single Market apply during the Singleinternal Commission in Article 41e(5), shall | in Article 41e(5), shall apply only
emergency mode. market emergency mode. apply only during the Single Market | during the Singfeinternal market
emergency mode activated in emergency mode activated in
accordance with Article 14 of [the | accordance with Article 14 of the
SMEI Regulation]. IMERA Regulation.
| Article 2, first paragraph, amending provision, numbered paragraph (3), second subparagraph
However, Article 41¢(2), second However,Asticle-4te(2)second However, Article 41ef2)—second
29 subparagraph, and Article 41¢(5) deleted subparagraph;and- Article 41¢(5) srthpenrerzre e e el e (5)

shall apply during the Single Market
emergency mode and after its
deactivation or expiry.

shall apply during the Single Market
emergency mode and after its
deactivation or expiry.

shall apply during the Singleinternal
market emergency mode and after its
deactivation or expiry.
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 2,

first paragraph, amending provision, numbered paragraph (4)

4. The Commission shall be
empowered to lay down by means of
implementing acts rules regarding
the follow-up actions to be taken
with respect to PPE placed on the
market in accordance with Articles
41c to 41f. These implementing acts
shall be adopted in accordance with

deleted

4. The Commission shall-be

cmpowerad. & dow: by-reans-of
o] S | 5

the foellow—upcctions to+ e
takeamay adopt implementing
acts regarding the corrective or
restrictive actions to be taken, the
procedures to be followed and the

4. The Commission skailbe

e areredolon o b een e
o] . . ”
thefottow-np-actionsmay adopt

implementing acts regarding the
corrective or restrictive actions to
be taken, the procedures to be
takenfollowed and the specific

= the examination procedure referred specific labelling and traceability | labelling and traceability
to in Article 44(3). requirements with respect to PPE requirements with respect to PPE
placed on the market in accordance | placed on the market in accordance
with Articles 41¢ to 4-f41e. These with Articles 41c¢ to 41-—Thesedle.
implementing acts shall be adopted Those implementing acts shall be
in accordance with the examination | adopted in accordance with the
procedure referred to in Article examination procedure referred to in
44(3). Article 44(3).
| Article 2, first paragraph, amending provision, Article |
Article 41b Article 41b Article 41b Article 41b
Prioritisation of the conformity Prioritisation of the conformity Article-4Hb shpptel e L
91 assessment of crisis-relevant PPE assessment of crisis-relevant PPE Prioritisation of the conformity Prioritisation of the conformity
assessment of crisis-relevant PPE assessment of crisis-relevant PPE
Text Origin: Council Mandate
| Article 2, first paragraph, amending provision, numbered paragraph (1)
92 1. This Article shall apply to PPE 1. This Article shall apply to PPE 1. This Article shall apply to PPE 1. This Article shall apply to PPE

designated as crisis-relevant goods,

designated as crisis-relevant goods,

designated as a crisis-relevant

designated as a crisis-relevant
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Commission Proposal

which are subject to conformity
assessment procedures in accordance
with Article 19 requiring mandatory
involvement of a notified body.

EP Mandate

which are subject to conformity
assessment procedures in accordance
with Article 19 requiring mandatory
involvement of a notified body.

_ Council Mandate

goeedsgood, which areis subject to

conformity assessment procedures in
accordance with Article 19 requiring
mandatory involvement of a notified

body.

Draft Agreement

goodsgood, which areis subject to
conformity assessment procedures in
accordance with Article 19 requiring
mandatory involvement of a notified
body.

Article 2,

first paragraph, amending provision, numbered paragraph (2)

2. The notified bodies shall process
all applications for conformity
assessment of PPE designated as
crisis-relevant goods as a matter of
priority.

2. The notified bodies shall ensure
all reasonable efforts are made to
process all applications for
conformity assessment of PPE
designated as crisis-relevant goods

2. The notified bodies shall process
all applications for conformity
assessment of PPE designated as a
crisis-relevant geedsgood as a
matter of priority, irrespective of

2. The notified bodies shall make
best efforts to process all
applications for conformity
assessment of PPE designated as a
crisis-relevant geedsgood as a matter

93 as a matter of priority. whether they have been lodged of priority, irrespective of whether
before or after the activation of they have been lodged before or
the emergency procedures after the activation of the
pursuant to Article 41a. emergency procedures pursuant to

Article 41a.
| Article 2, first paragraph, amending provision, numbered paragraph (3)
3. All pending applications for 3. All pending applications for
conformity assessment of such PPE | conformity assessment of such PPE deleted deleted
shall be processed as a matter of shall be processed as a matter of
priority, ahead of any other priority, ahead of any other
applications for conformity applications for conformity
94 assessment of PPE, which has not assessment of PPE, which has not

been designated as crisis-relevant
goods. This requirement applie with
respect to all applications for
conformity assessment of PPE
designated as crisis-relevant good,
irrespective of whether they have
been lodged before or after the

been designated as crisis-relevant
goods. This requirement applie with
respect to all applications for
conformity assessment of PPE
designated as crisis-relevant good,
irrespective of whether they have
been lodged before or after the
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

activation of the emergency
procedures pursuant to Article 41a.

activation of the emergency
procedures pursuant to Article 41a.

Article 2,

first paragraph, amending provision, numbered paragraph (4)

4. The prioritisation of applications
for conformity assessment of PPE
pursuant to paragraph 3 shall not

4. The prioritisation of applications
for conformity assessment of PPE
pursuant to paragraph 3 shall not

4. The prioritisation of applications
for conformity assessment of PPE
pursuant to paragraph 32 shall not

4. The prioritisation of applications
for conformity assessment of PPE
pursuant to paragraph 32 shall not

95 give rise to any additional costs for give rise to any extraordinary give rise to-any disproportionate give rise to any-additioncaladditional
the manufacturers, who have lodged | additional costs for the additional costs for the disproportionate costs for the
those applications. manufacturers, who have lodged manufacturers, who have lodged manufacturers, who have lodged
those applications. those applications. those applications.
| Article 2, first paragraph, amending provision, numbered paragraph (5) |
5. The notified bodies shall deploy | 5. The notified bodies shall deptey 5. The notified bodies shall deploy
their best efforts to increase their their-bestensure all reasonable deleted their-bestmake reasonable efforts to
96 testing capacities for PPE designated | efforts are made to increase their increase their testing capacities for
as crisis-relevant goods in respect to | testing capacities for PPE designated PPE designated as crisis-relevant
which they have been notified. as crisis-relevant goods in respect to goods in respect toof which they
which they have been notified. have been notified.
| Article 2, first paragraph, amending provision, Article |
Article 41c Article 41c¢ Article 41c¢ Article 41¢
Derogation from the conformity Derogation from the conformity Artiele He Article-4ie
assessment procedures requiring assessment procedures requiring Derogation from the conformity Derogation from the conformity
97 mandatory involvement of a notified | mandatory involvement of a notified assessment procedures requiring assessment procedures requiring

body

body

mandatory involvement of a notified
body

mandatory involvement of a notified
body

Text Origin: Council Mandate
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Commission Proposal

EP Mandate

Article 2, first paragraph, amending provision, numbered paragraph (1)

_ Council Mandate

Draft Agreement

1. By way of derogation from
Article 19, any competent national
authority may authorise, on a duly
justified request, the placing on the
market within the territory of the
Member State concerned, of a
specific PPE which has been
designated as crisis-relevant good
for which the conformity assessment
procedures requiring mandatory

1. By way of derogation from
Article 19, enythe competent
national authority, after carrying out
a risk assessment, may authorise, on
a duly justified request_from an
economic operator established in_its
Member State, the placing on the
market within the territory of tkethat
Member State-corneerned, of a
specific PPE which has been

1. By way of derogation from
Article 19, any competent national
authority may authorise, on a duly
justified request, the placing on the
market within the territory of the
Member State concerned, of a
specific PPE which has been
designated as a crisis-relevant good
for which the conformity assessment
procedures requiring mandatory

1. By way of derogation from
Article 19, amy-competentnationcrt
anthoritythe Member State may
authorise, on a duly justified request
from an economic operator, the

placing on the market within the
territory of the Member State
concerned, of a specific PPE which
has been designated as_a crisis-
relevant good for which the

= involvement of a notified body designated as crisis-relevant involvement of a notified body conformity assessment procedures
referred to in that Article have not goodgoods for which the conformity | referred to in that Article have not requiring mandatory involvement of
been carried out by a notified body assessment procedures requiring been carried out by-a-netified-bedy a notified body referred to in that
but for which the compliance with mandatory involvement of a notified | but for which the compliance with Article have not been carried out by
all the applicable essential health body referred to in that Article have | all the applicable essential health a notified body but for which the
and safety requirements has been not been carried out by a notified and safety requirements has been compliance with all the applicable
demonstrated. body but for which the compliance demonstrated in accordance with essential health and safety
with all the applicable essential procedures referred to in that requirements has been demonstrated
health and safety requirements has authorisation. in accordance with procedures
been demonstrated. referred to in that authorisation.
| Article 2, first paragraph, amending provision, numbered paragraph (1a), first subparagraph
1la. The Member State shall la. The Member State shall
immediately inform the immediately inform the
Commission and the other Commission and the other Member
Member States of any States of any authorisation granted
98a authorisation granted in in_accordance with paragraph 1.

accordance with paragraph 1.
Unless the requirements set in the
authorisation do not ensure the
conformity with the applicable

essential health and safety

Unless the requirements set in the
authorisation do not ensure the
conformity with the applicable
essential health and safety
requirements laid down in Annex Il
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Commission Proposal EP Mandate

_ Council Mandate

Draft Agreement

requirements laid down in Annex
IT to this Regulation, the
Commission shall without delay
adopt an implementing act
extending for a limited period of
time the validity of the
authorisation granted by a
Member State in accordance with
paragraph 1 to the territory of the
Union and set the conditions
under which the specific PPE may
be placed on the market. When
preparing the draft implementing
act, the Commission may request
national market surveillance
authorities to provide relevant
information or comments
regarding the technical assessment
that served as the basis for the
authorisation referred to in
paragraph 1. The implementing
act shall be adopted in accordance
with the examination procedure
referred to in Article 44(3).

to this Regulation, the Commission
shall without delay adopt an
implementing act extending for a
limited period of time the validity of
the authorisation granted by a
Member State in accordance with
paragraph 1 to the territory of the

Union and set the conditions under
which the specific PPE may be
placed on the market. When

preparing the draft implementing

act, the Commission may request
national market surveillance
authorities to provide relevant
information or comments regarding
the technical assessment that served
as the basis for the authorisation
referred to in paragraph 1. The
implementing act shall be adopted
in_accordance with the examination
procedure referred to in Article

44(3).

| Article 2,

first paragraph, amending provision, numbered paragraph (1a), second subpa

ragraph

98b

The specific PPE subject to the
extension of validity referred to in
the first subparagraph shall bear
the information that it is placed on
the market as a “crisis-relevant
good”. The implementing act
referred to in the first
subparagraph shall specify the

The specific PPE subject to the
extension of validity referred to in
the first subparagraph shall bear
the information that it is placed on
the market as a “crisis-relevant
good’. The implementing act
referred to in the first
subparagraph shall specify the
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Commission Proposal EP Mandate

_ Council Mandate

Draft Agreement

modalities of that information.
That information, as well as any
labelling, shall be clear,
understandable and intelligible
and, where relevant, in a language
which can be easily understood by
consumers and other end-users, as
determined by the Member State
concerned.

modalities of that information. That
information, as well as any
labelling, shall be clear,
understandable and intelligible and,
where relevant, in a language
which can be easily understood by
consumers and other end-users, as
determined by the Member State
concerned,

| Article 2,

first paragraph, amending provision, numbered paragraph (1b)

1b. On duly justified imperative
grounds of urgency relating to the
need to preserve the health and
safety of persons, the Commission

1b. On duly justified imperative
grounds of urgency relating to the
need to preserve the health and
safety of persons, the Commission

g shall adopt immediately applicable | shall adopt immediately applicable
implementing acts in accordance implementing acts in accordance
with the procedure referred to in with the procedure referred to in
Article 44(4). Article 44(4).

| Article 2, first paragraph, amending provision, numbered paragraph (1c), first subparagraph |
lc. Aslong as an implementing lc. As long as an implementing act
act referred to in paragraphs 1a or | referred to in paragraphs la or 1b
1b is not adopted, the is not adopted, the authorisation
authorisation granted by a granted by a competent national

98d competent national authority in authority in one Member State shall

one Member State shall be valid
only on the territory of the issuing
Member State, as well as on the
territories of any other Member
States whose competent national
authorities have recognised the

be valid only on the territory of the
issuing Member State, as well as on
the territories of any other Member
States whose competent national
authorities have recognised the
validity of that authorisation before
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Commission Proposal

EP Mandate

_ Council Mandate

validity of that authorisation
before the adoption of the said
implementing act.

Draft Agreement

the adoption of the said
implementing act.

Article 2,

first paragraph, amending provision, numbered paragraph (1c), second subpa

ragraph

Member States shall inform the
Commission and the other

Member States shall inform the
Commission and the other Member

98e Member States of any decision to | States of any decision to recognise
recognise the validity of that the validity of that authorisation.
authorisation.
| Article 2, first paragraph, amending provision, numbered paragraph (2), first subparagraph
2. The manufacturer of a PPE 2. The manufacturer of a PPE 2. The manufacturer of a PPE 2. The manufacturer of a PPE
subject to the authorisation subject to the authorisation subject to the authorisation subject to the authorisation
procedure referred to in paragraph 1 | procedure referred to in paragraph 1 | procedure referred to in paragraph 1 | procedure referred to in paragraph 1
shall declare on his sole shall declare on his sole shall declare on his sole shall declare on his sole
responsibility that the PPE responsibility that the PPE responsibility that the PPE responsibility that the PPE
99 concerned complies with all the concerned complies with all the concerned complies with all the concerned complies with all the
applicable essential health and safety | applicable essential health and safety | applicable essential health and safety | applicable essential health and safety
requirements and shall be requirements and shall be requirements and shall be requirements and shall be
responsible for the fulfilment of all responsible for the fulfilment of all responsible for the fulfilment of all responsible for the fulfilment of all
the conformity assessment the conformity assessment the conformity assessment the conformity assessment
procedures indicated by the national | procedures indicated by the national | procedures indicated by the natienal | procedures indicated by the rationat
competent authority. competent authority. competent national authority. competent_national authority.
| Article 2, first paragraph, amending provision, numbered paragraph (2), second subparagraph
The manufacturer shall also deploy
100 all reasonable measures to ensure deleted deleted deleted

that the PPE, which has been granted
an authorisation pursuant to
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Commission Proposal

paragraph 1 does not leave the
territory of the Member State, which
issued the authorisation.

EP Mandate

_ Council Mandate

Draft Agreement

Article 2,

first paragraph, amending provision, numbered paragraph (3)

3. Any authorisation issued by a
national competent authority
pursuant to paragraph 1 shall set out
the conditions and requirements

3. Any authorisation issued by a
national competent authority
pursuant to paragraph 1 shall set out
the conditions and requirements

3. Any authorisation issued by-a

pursuant to paragraph 1 shall set out
the conditions and requirements

3. Any authorisation issued &3¢
] e

pursuant to paragraph 1 shall set out
the conditions and requirements

A0 under which the PPE may be placed | under which the PPE may be placed | under which the PPE may be placed | under which the PPE may be placed
on the market, including: on the market, including_at least: on the market;-ineluding. The on the market—including, The
authorisations shall at least set out | authorisations shall at least set out
the following: the following:
| Article 2, first paragraph, amending provision, numbered paragraph (3), point (a)
(a) a description of the procedures, (a) a description of the procedures, (a) a description of the procedures, (a) a description of the procedures,
by means of which the compliance by means of which the compliance by means of which the compliance by means of which the compliance
with the applicable essential health with the applicable essential health with the applicable essential health with the applicable essential health
102 and safety requirements was and safety requirements was and safety requirements was and safety requirements was
successfully demonstrated,; successfully demonstrated; successfully demonstrated; successfully demonstrated;
Text Origin: Commission
Proposal
| Article 2, first paragraph, amending provision, numbered paragraph (3), point (b)
(b) specific requirements regarding | (b) specific requirements regarding | (b) any specific requirements (b) any specific requirements
103 the traceability of the PPE the traceability of the PPE regarding the traceability of the PPE | regarding the traceability of the PPE

concerned;

concerned;

concerned;

concerned;

| Article 2, first paragraph, amending provision, numbered paragraph (3), point (c)
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Commission Proposal

(c) an end date of validity of the
authorisation, which cannot go
beyond the last day of the period for

EP Mandate

(c) an end date of validity, unless
otherwise specified, of the
authorisation, which cannot go

_ Council Mandate

(c) an end date of validity of the
authorisation, which cannot go
beyond the last day of the period for

Draft Agreement

(c) an end date of validity of the
authorisation, which cannot go
beyond the last day of the period for

104 | which the Single Market emergency | beyond the last day of the period for | which the Single Market emergency | which the Singleinternal market
mode has been activated; which the Singleinternal market mode has been activated in emergency mode has been activated
emergency mode has been activated; | accordance with Article 14 of [the | in accordance with Article 14 of the
SMEI Regulationj; IMERA Regulation;
| Article 2, first paragraph, amending provision, numbered paragraph (3), point (d) |
(d) any specific requirements (d) any specific requirements (d) any specific requirements (d) any specific requirements
regarding the need to ensure the regarding the need to ensure the regarding the need to ensure the regarding the need to ensure the
continuous conformity assessment continuous conformity assessment continuous conformity assessment continuous conformity assessment
105 with respect to the PPE concerned; with respect to the PPE concerned; with respect to the PPE concerned; with respect to the PPE concerned,;
Text Origin: Commission
Proposal
| Article 2, first paragraph, amending provision, numbered paragraph (3), point (e) |
(e) measures to be taken with (e) measures to be taken with (e) measures to be taken with (e) measures to be taken with
respect to the PPE concerned upon respect to the PPE concerned upon respect to the PPE placed on the et DL sy eeene Lypon
expiry of the authorisation in order expiry of the authorisation in order market upon expiry of the Single expiry of the authorisationin-order
to ensure that the PPE concerned is | to ensure that the PPE concerned is | Market emergency-cencerned-upon | to-ensurethatinternal market
106 brought back in compliance with all | brought back in compliance with all | expiry-eofthe-autherisation-in-order emergency with respect to the PPE
the requirements of this Regulation. | the requirements of this Regulation. | te-ensure-thatthe PPE-concernedds | concernedisbrousht-backin
ht back i L - thall , icneesith-alltl .
the requirements-of this Regulation. | of HisRegnlationplaced on the
market.
| Article 2, first paragraph, amending provision, numbered paragraph (3), point (ea)
106a

(ea) labelling requirements,
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

including radio frequency deleted
identification, indicating that the
PPE was authorised under the
internal market emergency mode.
| Article 2, first paragraph, amending provision, numbered paragraph (4)

4. By way of derogation from 4. By way of derogation from

Article 41a(3), first subparagraph, Article 41a(3), firstsubparasraph; deleted deleted

where appropriate, the national where appropriate, the national

competent authority may amend the | competent authority may alse amend

107 conditions of the authorisation the conditions efthe

referred to in paragraph 3 of this anthorisationand requirements

Article also after the deactivation or | referred to in paragraph 3 of this

expiry of the Single Market Article also after the deactivation or

Emergency mode. expiry of the Singteinternal market
emergency mode.

| Article 2,

first paragraph, amending provision, numbered paragraph (5)

5. By way of derogation from
Articles 7 and 17, PPE, for which an
authorisation has been granted in
accordance with paragraph 1 of this
Article, shall not leave the territory

deleted

5. By way of derogation from
Articles 7, 16 and 17, PPE, for
which an authorisation has been
granted in accordance with
paragraph 1-efthis-Asticle;- shall

5. By way of derogation from
Articles 7, 16 and 17, PPE, for
which an authorisation has been
granted in accordance with

108 paragraph 1-ofthisArtiele—_shall not
of the Member State which has not feave-theterritory-ef the Member | lococheromsiome o b Ao hes
issued the authorisation and shall not State-which-has-issued-the St L e L o
bear the CE marking. autherisation-andbear the CE anthorisation-andbear the CE
marking and Article 7 shall not marking and Article 7 shall not bear
bear-the-CE-markingapply. the-CE-markingapply.
| Article 2, first paragraph, amending provision, numbered paragraph (5a), numbered paragraph (6) |

l 109
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

6. The market surveillance
authorities of the Member State,
whose competent authority has
granted an authorisation pursuant to
paragraph 1, shall be entitled to take
all corrective and restrictive
measures at national level provided
for under this Regulation with
respect to such PPE.

6. The market surveillance
authorities of the Member State,
whose competent authority has
granted an authorisation pursuant to
paragraph 1, shall be entitled to take
all corrective and restrictive
measures at national level provided
for under this Regulation with
respect to such PPE._The market
surveillance authorities shall keep
all records related to products
authorised under a derogation for a
period of 10 years. They shall make

those records available to other
market surveillance authorities

upon request.

65a. The market surveillance
authorities of thea Member State,
whesecor petentantherity-has
grantedwhere an authorisation
pursuant to parasrapht;
paragraphs 1, 1a and Ic is valid,
shall be entitled to take all corrective
and restrictive-meastres actions at
national level provided for under
Regulation (EU) 2019/1020 and
under this Regulation with respect to
such PPE.

65a. The market surveillance
authorities of ##e¢a Member State,
vl e e e e
srantedwhere an authorisation

pursuant to paraeraphi;
paragraphs 1, la and Ic is valid,

shall be entitled to take all corrective
and restrictive meastresactions at
national level provided for under
Regulation (EU) 2019/1020 and
under this Regulation with respect to
such PPE.

| Article 2,

first paragraph, amending provision, numbered paragraph (5a), numbered paragraph (6) a

They shall immediately inform the
Commission and the market

They shall immediately inform the
Commission and the market

e surveillance authorities of other surveillance authorities of other
Member States of these actions. Member States of these actions.
| Article 2, first paragraph, amending provision, numbered paragraph (7) |
7. Member States shall inform the 7. Member States shall inform the
Commission and the other Member Commission and the other Member deleted deleted
110 States of any decision to authorise States of any decision to authorise

the placing on the market of PPE in
accordance with paragraph 1.

the placing on the market of PPE in
accordance with paragraph 1.

| Article 2, first paragraph, amending provision, numbered paragraph (8)
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Commission Proposal

8. The application of Articles 41a to
41g and the use of the authorisation
procedure set out in paragraph 1 of
this Article does not affect the

EP Mandate

8. The application of Articles 41a to
41g and the use of the authorisation
procedure set out in paragraph 1 of
this Article doesshall not affect the

_ Council Mandate

8. The-application-ofArticlesHa-te
41gand-the- use of the authorisation

procedure set out in paragrapht-of
thisAstieleparagraphs 1 to 1c does

Draft Agreement

R I Lot  prtiolos 41
41eeand-The use of the authorisation

procedure set out in paracraphi-of
thisArticte-doesparagraphs 1 to Ic

111 application of the relevant application of the relevant not affect the application of the shall not affect the application of the
conformity assessment procedures conformity assessment procedures relevant conformity assessment relevant conformity assessment
laid down in Article 19 on the laid down in Article 19-o#-the procedures laid down in Article 19 procedures laid down in Article 19
territory of the Member State fepptter e e b D on the territory of the Member State | on the territory of the Member State
concerned. e, concerned. concerned.
| Article 2, first paragraph, amending provision, numbered paragraph (8a)
8a. PPE subject to derogation
under paragraph 1 shall remain deleted
valid for six months after
deactivation or expiration of the
111a internal market emergency mode.
After this period, it shall only be
made available on the market after
receiving an authorisation under
the normal authorisation procedure
provided for in this Regulation.
| Article 2, first paragraph, amending provision, Article
Article 41d Article 41d
112 Presumption of conformity based on | Presumption of conformity based on deleted deleted
national and international standards | national and international standards
| Article 2, first paragraph, amending provision, Article, first paragraph
113

Member States shall take all

Member States shall take all
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

appropriate measures to ensure that, | appropriate measures to ensure that, deleted deleted
for the purposes of placing on the for the purposes of placing on the
market, their competent authorities market, their competent authorities
consider that the PPE, which consider that the PPE, which
complies with the relevant complies with the relevant
international standards or any international standards or any
national standards in force in the national standards in force in the
Member State of manufacture, Member State of manufacture,
ensuring the safety level required by | ensuring the safety level required by
the essential health and safety the essential health and safety
requirements set out in Annex II, requirements set out in Annex II,
complies with those essential health | complies with those essential health
and safety requirements in either of | and safety requirements in either of
the following cases: the following cases:

| Article 2, first paragraph, amending provision, Article, first paragraph, point (a)
(a) where no reference to (a) where no reference to
harmonised standards covering the harmonised standards covering the deleted deleted
relevant essential health and safety relevant essential health and safety

114 requirements set out in Annex II is requirements set out in Annex II is

published in the Official Journal of | published in the Official Journal of
the European Union in accordance the European Union in accordance
with Regulation (EU) No with Regulation (EU) No
1025/2012; 1025/2012;

| Article 2, first paragraph, amending provision, Article, first paragraph, point (b)
(b) where severe disruptions in the | (b) where severe disruptions in the
functioning of the Single Market, functioning of the Singleinternal deleted deleted

115 which were taken into consideration | market, which were taken into

when activating the Single Market
emergency mode in accordance with
Article 15(4) of [the SMEI

consideration when activating the
Stngleinternal market emergency
mode in accordance with Article
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

Regulation], significantly restrict the
possibilities of manufacturers to
make use of the harmonised
standards covering the relevant
essential health and safety
requirements set out in Annex II to
this Regulation and already
published in the Official Journal of
the European Union in accordance

134 -offthe-SMELL4 of [the
IMERA Regulation], significantly

restrict the possibilities of
manufacturers to make use of the
harmonised standards covering the
relevant essential health and safety
requirements set out in Annex II to
this Regulation and already
published in the Official Journal of

with Regulation (EU) No the European Union in accordance
1025/2012. with Regulation (EU) No
1025/2012.
| Article 2, first paragraph, amending provision, Article

Article 41e Article 41e Article 41e Article 41e
Adoption of common specifications | Adoption of common specifications Article4He sheptela e
conferring a presumption of conferring a presumption of Adeptioneteommeonspeetfieations | [doprion of common specifications
conformity conformity conferringa-presumptionof B e
116 conformityPresumption of eonfornity Presumption of
conformity based on standards conformity based on standards and
and common specifications common specifications
Text Origin: Council Mandate
| Article 2, first paragraph, amending provision, numbered paragraph (1)
1. Where PPE, have been 1. Where PPE, have been 1. Where PPE;-hawve has been 1. Where PPE—+#ave has been
designated as crisis-relevant goods, | designated as crisis-relevant goods, | designated as a crisis-relevant designated as_a crisis-relevant
117 the Commission is empowered to the Commission is empowered to goedsgood, the Commission is goodsgood, the Commission is

adopt implementing acts establishing
common specifications for such PPE
to cover the essential health and

safety requirements set out in Annex

adopt implementing acts establishing
common specifications for such PPE
to cover the essential health and

safety requirements set out in Annex

empowered to adopt implementing
acts, listing appropriate standards
or establishing common
specifications for such PPE to cover

empowered to adopt implementing
acts, listing appropriate standards
or establishing common
specifications for such PPE to cover
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<

I in either of the following cases:

D
ANAATC

II in either of the following cases:

the applicable essential health and
safety requirements set out in Annex
I in either of the following cases:

Draft Ag

the_applicable essential health and
safety requirements set out in Annex
IT in either of the following cases:

Article 2,

first paragraph, amending provision, numbered paragraph (1), point (a)

(a) where no reference to

(a) where noreferenceto

(a) where no reference to

harmonised standards covering the harmonised-standards-ecoveringthe | harmonised standards covering the Lot coonincthe
relevant essential health and safety retevant-essential-health-and-safety | relevantapplicable essential health relevant European standardisation
requirements set out in Annex Il is PR R e e e and safety requirements set out in organisations have not adopted the
published in the Official Journal of | published-inthe-OfficialJowrnedof | Annex Il is published in the Official | relevant essenticl-health-and-satety
the European Union in accordance the-EnropeanUnioninacecordance | Journal of the European G e e e L
118 with Regulation (EU) No with-the European standardisation | UnionOfficial Journal-ofthe published-in-the-Officiat Jowrnat-of |
1025/2012; deliverables addressing a request HurepeanYnien in accordance with | theEwropeantnion-in-acecordance
pursuant to Article 10(1) of Regulation (EU) No 1025/2012; withharmonised standards
Regulation (EU) No 1025/2012_were requested by the Commission on the
not adopted; basis of a pre-existing
standardisation request adopted on
the basis of Article 10(1) of
Regulation (EU) No 1025/2012;
Article 2, first paragraph, amending provision, numbered paragraph (1), point (aa)
(aa) where a reference to (aa) the request issued by the
harmonised standards covering the Commission on the basis of Article
relevant essential requirements set 10(1) of Regulation (EU) No
out in Annex Il is not published in 1025/2012 which contained the
118a the Official Journal of the relevant harmonised standard was |

European Union in accordance
with Regulation (EU) No 1025/2012
and such reference is not expected
to be published within a reasonable
timeframe during the internal
market emergency mode;

not accepted by the relevant
European standardisation

organisations;
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<

<

Commission Proposal EP Mandate

_ Council Mandate

Draft Agreement

Article 2,

first paragraph, amending provision, numbered paragraph (1), point (ab)

118b

(ab) the harmonised standards
addressing that request are not
delivered within the deadline set in
accordance with Article 10(1) of
Regulation (EU) No 1025/2012;

Article 2,

first paragraph, amending provision, numbered paragraph (1), point (ac)

118¢

(ac) the harmonised standards
adopted on the basis of a pre-
existing standardisation request do
not comply with the request;

Article 2,

first paragraph, amending provision, numbered paragraph (1), point (ad)

118d

(ad) no reference to harmonised
standards covering the relevant
essential health and safety
requirements set out in Annex I1
has been 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;

Article 2,

first paragraph, amending provision, numbered paragraph (1), point (b)

119
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

(b) where severe disruptions in the
functioning of the Single Market,
which led to the activation Single
Market emergency mode
significantly restrict the possibilities
of manufacturers to make use of the
harmonised standards covering the
relevant essential health and safety
requirements set out in Annex II to
this Regulation and already
published in the Official Journal of
the European Union in accordance
with Regulation (EU) No
1025/2012.

(b) where severe disruptions in the
functioning of the Sinegleinternal
market, which led to the activation
Singteinternal market emergency
mode significantly restrict the
possibilities of manufacturers to
make use of the harmonised
standards covering the relevant
essential health and safety
requirements set out in Annex II to
this Regulation and already
published in the Official Journal of
the European Union in accordance
with Regulation (EU) No
1025/2012.

(b) where severe disruptions in the
functioning of the Single Market,
which led to the activation Single
Market emergency mode
significantly restrict the possibilities
of manufacturers to make use of the
harmonised standards covering the
relevantapplicable essential health
and safety requirements set out in
Annex II to this Regulation and
already published in the Official
Journal of the European
UnionOfficial-Journal-of the

EurepeanYnien in accordance with
Regulation (EU) No 1025/2012.

(b) where-severe disruptions in the
functioning of the Singleinternal
Market, which led to the activation
Stngleof the internal Market
emergency mode in accordance
with Article 14 of [the IMERA
Regulation], significantly restrict the
possibilities of manufacturers to
make use of the harmonised
standards covering the relevant
applicable essential health and
safety requirements set out in Annex
[I+o-thisRegutation and already
published in the Official Journal of
the European Union in accordance
with Regulation (EU) No
1025/2012.

| Article 2,

first paragraph, amending provision, numbered paragraph (1a)

119a

1a. The implementing acts
referred to in paragraph 1 may:

la. The implementing acts referred
to in paragraph 1 shall deploy the
most appropriate alternative
technical solution for the purposes
of providing a presumption of
conformity in accordance with
paragraph 3. To this end, the

implementing act may publish the
references to European standards,
to relevant applicable international
or national standards or, if there is
no relevant applicable European,
international or national standard,
may establish common

specifications.

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-

2024 at 10h01  77/205



Commission Proposal EP Mandate

_ Council Mandate

Draft Agreement

| Article 2,

first paragraph, amending provision, numbered paragraph (1), point (bb)

119b

(a) publish the references to
relevant applicable international
standards that provide
presumption of conformity in
accordance with paragraph 3;

deleted

| Article 2,

first paragraph, amending provision, numbered paragraph (1), point (bc)

119c¢

(b) if there is no relevant
applicable international standards
as referred to in point a of this
paragraph that cover the essential
requirements set out in Annex II,
publish the references to the
European standards that provide
presumption of conformity in
accordance with paragraph 3;

| Article 2,

first paragraph, amending provision, numbered paragraph (1), point (bd)

119d

(¢) if there is no relevant
applicable international or
European standard as referred to
in points a and b, that cover the
essential requirements set out in
Annex I1, establish common
specifications established by the
Commission that provide
presumption of conformity in
accordance with paragraph 3;

deleted

deleted |
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 2,

first paragraph, amending provision, numbered paragraph (1), point (be)

(d) if there is no relevant
applicable international standard,
European standard or common
specifications as referred to in

deleted

119e points a, b and ¢, publish the

reference to national standards

that provide presumption of

conformity in accordance with

paragraph 3.

| Article 2, first paragraph, amending provision, numbered paragraph (2) |

2. The implementing acts referred to | 2. The implementing acts referred to | 2. The implementing acts referred to | 2. The implementing acts referred to
in paragraph 1 of this Article shall in paragraph 1 of this Article shall in paragraph 1-efthisAstiele- shall | in paragraph fefthisArticte
be adopted following a consultation | be adopted followineaconsuitation | be adopted-feHewing-a-consultation | shattlshall be adopted followinea
of the sectoral experts and in of the-sectoral-experts-and-in of thesectoralexpertsand- in consultationof-thesectoral-experts
accordance with the examination accordance with the examination accordance with the examination and-in accordance with the
procedure referred to in Article procedure referred to in Article procedure referred to in Article examination procedure referred to in
44(3). They shall remain applicable | 44(3). They shall remain applicable | 44(3). They shall remain applicable | Article 44(3)-_and they shall »emeain
to PPE placed on the market until to PPE placed on the market until until fe: :

120 the last day of the period for which the last day of the period for which the last day of the period for which marketapply until the last day of the
the Single Market emergency mode | the Sinefeinternal market the Single Market emergency mode | period for which the Sineteinternal
remains active. In the early emergency mode remains active. ## | remains active—Jn-the-early market emergency mode remains
preparation of the draft the-earlypreparationof When preparation-of-the-dratt active—n-thecarb-prepuareation-of
implementing act establishing the preparing the draft implementing act | #mplementing-act-establishing-the el b e et
common specification, the establishing the common commen-specification-the el e e st e
Commission shall gather the views specification, the Commission shall | Commissionshall-gatherthe-views specifieation—the-Comprission-shedd
of relevant bodies or expert groups sathertake into account the views of | efrelevant-bedies-erexpertgroups ettt et e e L bl
established under relevant sectoral e established-underrelevantseetoral or-exper-groups-estabtishedinder
Union legislation. Based on that established-wnderthe relevant Ynienlegislation—Based-on-that releveni-sectoral-Grion-lesivlation-
consultation, the Commission shall st Do et d e tian—Pasedlan | consultation-the Commissionshall Lrameclentherpennliarion e

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-

2024 at 10h01 79/205



Commission Proposal

prepare the draft implementing act.

EP Mandate
that-consultation—the
Commissionbodies and shall

rmr— .

actduly consuli all relevant
stakeholders.

_ Council Mandate

preraretio-drattimplementing aet,
unless amended or repealed in
accordance with paragraph 5.

Draft Agreement

implementine-act, unless amended

or repealed in accordance with
paragraph 5.

Article 2,

first paragraph, amending provision, numbered paragraph (2a)

2a. Before preparing the draft
implementing act referred to in
paragraph 1, the Commission
shall inform the committee
referred to in Article 22 of
Regulation (EU) No 1025/2012
that it considers that the
conditions in paragraph 1 have
been fulfilled. When preparing the

2a. Before preparing the draft
implementing act referred to in
paragraph 1, the Commission shall
inform the committee referred to in
Article 22 of Regulation (EU) No
1025/2012 that it considers that the
conditions in paragraph 1 have
been fulfilled, When preparing the
draft implementing act referred to

12

Oa draft implementing act referred to | in paragraph 1, the Commission
in paragraph 1, the Commission shall take into account the views of
shall take into account the views relevant bodies or expert groups
of relevant bodies or expert group | established under this Regulation
established under this Regulation | and shall duly consult all relevant
and shall duly consult all relevant | stakeholders.
stakeholders.
COM text from row 120 above

| Article 2, first paragraph, amending provision, numbered paragraph (3) |

121

3. Without prejudice to Article 14,
PPE which are in conformity with
common specifications adopted
pursuant to paragraph 2 of this
Article shall be presumed to be in

3. Without prejudice to Article 14,
PPE which are in conformity with
common specifications adopted
pursuant to paragraph 2 of this
Article shall be presumed to be in

3. Without prejudice to Article 14,
PPE which areis in conformity with
the standards or common

specifications adepted-pursuantto
referred to in paragraph 2-efthis

3. Without prejudice to Article 14,
PPE which &#eis in conformity with
the standards or common
specifications adepted-pursuaint
toreferred to in paragraph 2-ofthis
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Commission Proposal

conformity with the essential health
and safety requirements set out in
Annex II covered by those common
specifications or parts thereof.

EP Mandate

conformity with the essential health
and safety requirements set out in
Annex II covered by those common
specifications or parts thereof.

_ Council Mandate

Artictel , or parts thereof, shall be
presumed to be in conformity with
the essential health and safety
requirements set out in Annex II
covered by those standards,
common specifications or parts
thereof. The presumption of
conformity provided by the
standards or the common
specifications referred to in the
implementing act referred to in
paragraph 1 shall automatically
cease to apply on the day the
Single Market Emergency mode
expires or is deactivated.

Draft Agreement

Artictel, or parts thereof, shall be
presumed to be in conformity with
the applicable essential health and
safety requirements set out in Annex
II covered by those standards,
common specifications or parts
thereof. The presumption of
conformity provided by the
standards, parts thereof or the
common specifications referred to
in the implementing act referred to
in paragraph 1 can no longer be
relied upon from the day the
internal market emergency mode
expires or is deactivated,

| Article 2,

first paragraph, amending provision, numbered paragraph (4)

122

4. By way of derogation from
Article 41a(3), first subparagraph,
unless there is sufficient reason to
believe that the PPE covered by the
common specifications referred to in
paragraph 1 of this Article present a
risk to the health or safety of
persons, the PPE in compliance with
those common specifications which
has been placed on the market shall
be deemed compliant with this
Regulation after the expiry or repeal
of an implementing act adopted
pursuant to paragraph 2 of this
Article and after the expiry or
deactivation of the Single Market
Emergency mode in accordance with

4. By way of derogation from
Article 41a(3), frst-subparasraph;
unless there is sufficient reason to
believe that the PPE covered by the
common specifications referred to in
paragraph 1 of this Article present a
risk to the health or safety of
persons, the PPE in compliance with
those common specifications which
has been placed on the market shall
be deemed compliant with this
Regulation after the expiry or repeal
of an implementing act adopted
pursuant to paragraph 2 of this
Article and after the expiry or
deactivation of the Sineleinternal
market emergency mode in

4. By way of derogation from
Article 41a(3), first subparagraph,
unless there is sufficient reason to
believe that the PPE covered by the
standards or common
specifications referred to in
paragraph 1 of this Article
presentpresents a risk to the health
or safety of persons, the PPE i
comphianeewhich is in conformity
with those standards or common
specifications and which has been
placed on the market shall be
deemed compliant with this
Regulation-the essential
requirements set out in Annex II
after the expiry or repeal of an

4. By way of derogation from
Article 41a(3), firstsubpearasraph;
unless there is sufficient reason to
believe that the PPE covered by the
standards or common specifications
referred to in paragraph 1 of#his
Artiete-present a risk to the health or
safety of persons, the PPE which is
in_conformityin-comptiaree with
those_standards or common
specifications and which #eashave
been placed on the market shall be
deemed compliant with s
Resulationthe applicable essential
health and safety requirements set
out in Annex Il after the expiry or
repeal of an implementing act
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

[the SMEI Regulation].

accordance with [the SMEIUIMERA
Regulation].

implementing act adopted pursuant
to paragraph 2 of this Article and
after the expiry or deactivation of the
Single Market Emergency mode in
accordance with [the SMEI
Regulation].

adopted pursuant to paragraph 2 ef
thisArtiele-and after the expiry or
deactivation of the

SingteSingle/internal market
emergency mode in accordance with

fthe-SMEIthe IMERA Regulationf.

Article 2,

first paragraph, amending provision, numbered paragraph (5)

5. When a Member State considers
that a common specification referred
to in paragraph 1 does not entirely
satisfy the essential health and safety
requirements which it aims to cover
and which are set out in Annex II, it
shall inform the Commission thereof
with a detailed explanation and the

5. When a Member State considers
that a common specification referred
to in paragraph 1 does not entirely
satisfy the essential health and safety
requirements which it aims to cover
and which are set out in Annex II, it
shall inform the Commission thereof
with a detailed explanation and the

5. When a Member State considers
that a standard or a common
specification referred to in paragraph
1 does not entirely satisfy the
applicable essential health and
safety requirements-which-itaims-te
eoverand-which-are- set out in
Annex 11, it shall inform the

5. When a Member State considers
that a standard or common
specification referred to in paragraph
1 does not entirely satisfy the
essential health and safety
requirements which-it-aims-to-cover
and-which-are-set out in Annex II, it
shall inform the Commission thereof

123 Commission shall assess that Commission shall assess that Commission thereof with-by withby submitting a detailed
information and, if appropriate, information. The Commission may | submitting a detailed explanation explanation-a#4. The Commission
amend or withdraw the and—if-appropriate; amend, where and the Commission shall assess that | shall assess that information-nd:
implementing act establishing the appropriate,-or-vithdrew the detailed explanation-infermation ifdetailed explanation and, may,
common specification in question. implementing act establishing the and, if appropriate, amend or where appropriate, amend or

common specification in question. withdrawrepeal the implementing withdrewrepeal the implementing
act listing the standard or act listing the standard or
establishing the common establishing the common
specification in question. specification in question.
| Article 2, first paragraph, amending provision, Article
Article 41f
124 | Adoption of mandatory common deleted deleted deleted

specifications

| Article 2, first paragraph, amending provision, numbered paragraph (1)
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Commission Proposal

1. In duly justified cases, the
Commission is empowered to adopt
implementing acts establishing
mandatory common specifications to
cover the essential health and safety
requirements set out in Annex II for
PPE, which has been designated as
crisis-relevant goods.

EP Mandate

deleted

_ Council Mandate

deleted

Draft Agreement

deleted

| Article 2,

first paragraph, amending provision, numbered paragraph (2)

126

2. The implementing acts
establishing mandatory common
specifications, referred to in
paragraph 1 of this Article, shall be
adopted following a consultation of
the sectoral experts and in
accordance with the examination
procedure referred to in Article
44(3). They shall apply to PPE
placed on the market until the last
day of the period for which the
Single Market emergency mode
remains active. In the early
preparation of the draft
implementing act establishing the
common specification, the
Commission shall gather the views
of relevant bodies or expert groups
established under relevant sectoral
Union legislation. Based on that
consultation, the Commission shall
prepare the draft implementing act.

deleted

deleted

deleted
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Commission Proposal

EP Mandate

Article 2, first paragraph, amending provision, numbered paragraph (3)

_ Council Mandate

Draft Agreement

27

3. By way of derogation from
Article 41a(3), first subparagraph,
unless there is sufficient reason to
believe that the PPE covered by the
mandatory common specifications
referred to in paragraph 1 of this
Article present a risk to the health or
safety of persons, the PPE in
compliance with those common
specifications which has been placed
on the market shall be deemed
compliant with this Regulation after
the expiry or repeal of an
implementing act adopted pursuant
to paragraph 2 of this Article and
after the expiry or deactivation of the
Single Market Emergency mode in
accordance with [the SMEI
Regulation].

deleted

deleted

deleted

Article 2,

first paragraph, amending provision, Article

1
128

Article 41g

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Article 41g

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Article 41g

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Article 41g

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Text Origin: Council Mandate

| Article 2,

first paragraph, amending provision, numbered paragraph (1)

l 129
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

1. Member States shall prioritise the
market surveillance activities for
PPE designated as crisis-relevant
goods.

1. Member States shall prioritise the
market surveillance activities for
PPE designated as crisis-relevant
goods.

1. Member States shall prioritise the
market surveillance activities for
PPE designated as a crisis-relevant
goodsgood. The Commission shall
facilitate coordination of these
efforts through the Union Product
Compliance Network established
under Article 29 of Regulation
(EU) 2019/1020.

1. Member States shall prioritise the
market surveillance activities for
PPE designated as-_crisis-relevant
goods._ The Commission shall
facilitate coordination of these

efforts through the Union Product
Compliance Network established
under Article 29 of Regulation
(EU) 2019/1020.

| Article 2,

first paragraph, amending provision, numbered paragraph (2)

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market
surveillance authorities during a
Single Market emergency, including
by mobilising and dispatching expert
teams to temporarily reinforce the
staff of market surveillance

2. The market surveillance
authorities of the Member States
shall deploy-theirensure best efforts
are made to provide assistance to
other market surveillance authorities
during e-Sinelean internal market
emergency, including by mobilising
and dispatching expert teams to
temporarily reinforce the staff of

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market
surveillance authorities during a
Single Market emergency, including
by mobilising and dispatching expert
teams to temporarily reinforce the
staff of market surveillance

2. The market surveillance
authorities of the Member States
shall deploy-theirensure that best
efforts are made to provide
assistance to other market
surveillance authorities during a
Singteinternal market emergency,
including by mobilising and
dispatching expert teams to

130 authorities requesting assistance or market surveillance authorities authorities requesting assistance or temporarily reinforce the staff of
by providing logistical support such | requesting assistance or by providing | by providing logistical support such | market surveillance authorities
as reinforcement of the testing logistical support such as as reinforcement of the testing requesting assistance or by providing
capacity for PPE designated as reinforcement of the testing capacity | capacity for PPE designated as a logistical support such as
crisis-relevant goods. for PPE designated as crisis-relevant | crisis-relevant geedsgood.’ reinforcement of the testing capacity
> | goods. > | for RREsubsystems and safety
’ components designated as crisis-
relevant goods.
| Article 3
131

Article 3

Article 3

Article 3

Article 3
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Commission Proposal

Amendments to Regulation (EU)
2016/426

EP Mandate

Amendments to Regulation (EU)
2016/426

_ Council Mandate

Amendments to Regulation (EU)
2016/426

Draft Agreement

Amendments to Regulation (EU)
2016/426

Text Origin: Commission

Proposal

| Article 3,

first paragraph

In Regulation (EU) 2016/426, the

In Regulation (EU) 2016/426, the

I-Regulation (EU) 2016/4265-the

##Regulation (EU) 2016/426,-the

following Chapter Vla is inserted following Chapter Vla is inserted folowing Chapter Vi - inserted ettty s Sl T L ]
132 after Chapter VI: after Chapter VI: after- Chapter V1 is amended as after-Chapter+1is amended as
follows: follows:
Text Origin: Council Mandate
| Article 3, first paragraph, point (1)
(1) In Article 2 the following
132a points is are added: is are added:
Text Origin: Council Mandate
| Article 3, first paragraph, point (1), amending provision, first paragraph
(32) ‘crisis-relevant goods’ (32) ‘crisis-relevant goods’ means
means ‘crisis-relevant goods’ ‘crisis-relevant goods’ within the
132b within the meaning of Article 3, meaning of Article 3, point (6) of

point (6) of Regulation (EU) .../....
[SMEI Regulation];

Regulation (EU) .../.... [IMERA
Regulation];

Text Origin:

Council Mandate

(1) In Article 2 the following points I

| Article 3, first paragraph, point (1), amending provision, second paragraph
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Commission Proposal

EP Mandate

_ Council Mandate

(33) ‘Single Market Emergency’
means ‘Single Market Emergency’
within the meaning of Article 3,

Draft Agreement

(33)

‘internal market emergency’

means ‘internal market emergency’

within the meaning of Article 3,

132¢ point (3) of Regulation (EU) .../... | point (3) of Regulation (EU) .../...
[SMEI Regulation].; [IMERA Regulation]/;
Text Origin: Council Mandate
| Article 3, first paragraph, point (2)
(2) The following Chapter Va is (2) The following Chapter Va is
132d inserted after Chapter V: inserted after Chapter V:
Text Origin: Council Mandate
| Article 3, first paragraph, amending provision, Chapter |
‘ ¢ Chapter Va Chapter Va
CHAPTER Vla CHAPTER Vla ¢ ¢
29 EMERGENCY PROCEDURES EMERGENCY PROCEDURES CHAPTER Va LR T
EMERGENCY PROCEDURES EMERGENCY PROCEDURES
Text Origin: Council Mandate
| Article 3, first paragraph, amending provision, Article
Article 40a Article 40a Article 40a Article 40a
Applicationof emergency procedures | ApplicationofApplication of Article-40a hertele e
134 emergency procedures ApphicationefApplication of ApplicationofApplication of
emergency procedures emergency procedures

Text Origin: Council Mandate
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Commission Proposal

EP Mandate

Article 3, first paragraph, amending provision, numbered paragraph (1)

_ Council Mandate

Draft Agreement

1. Articles 40b to 40g shall only
apply if the Commission has adopted
an implementing act pursuant to
Article 23 of [the SMEI Regulation]

1. Articles 40b to 40g of this
Regulation shall only apply if the
Commission has adopted an
implementing act pursuant to Article

1. Articles 40b to 40g shall only
apply if the Commission has adopted
an implementing act pursuant to
Article 23 of [the SMEI Regulation]

1. Articles 40b to 40g of this
Regulation shall only apply if the
Commission has adopted an
implementing act pursuant to Article

135 activating Article 26 of [the SMEI 23-of fthe-SMELI4(5) of [the activating Article 26 of [the SMEI S L e e )
Regulation] with respect to this IMERA Regulation] activating Regulation] with respect to et lertel e 26 of fehetH L
Regulation. Article 26 of [the SMEHMERA appliances and fittings covered by | Reswlationfwith-respeet-to-thisthe

Regulation]+ithrespectto-this this Regulation. IMERA Regulation.
Lecmlerton,
| Article 3, first paragraph, amending provision, numbered paragraph (2) |
2. Articles 40b to 40g shall apply 2. Articles 40b to 40g shall apply 2. Articles 40b to 40gshall- apply | 2. Articles 40b to 40g shall apply
exclusively to appliances and exclusively to appliances and exclusively to appliances and exclusively to appliances and
fittings, which has been designated fittings, which #ashave been fittings, which has been designated fittings, which A#ashave been

136 as crisis-relevant goods in the designated as crisis-relevant goods as crisis-relevant goods in-the designated as crisis-relevant goods
implementing act referred to in in the implementing act referred to implementingactreferred-to-in m—t-he—mqﬁienmng—&et—%faqcad—te
paragraph 1 of this Article. in paragraph 1 of this Article. paragrapht-ofthis-Artielepursuant

to Article 14 of [the SMEI Afd&elepursuant to Article 14(3) of
Regulation]. the IMERA Regulation.
| Article 3, first paragraph, amending provision, numbered paragraph (3), first subparagraph |
3. Articles 40b to 40g, except as 3. Articles 40b to 40g, except as 3. Articles 40b to 40g, except as 3. Articles 40b to 40g, except as
regards provisions concerning the regards provisions concerning the regards-previsions-concerning-the regards provisions-concerninethe
powers of the Commission, shall powers of the Commission, shall powers the power of the powersthe power of the Commission
137 apply during the Single Market apply during the Singleinternal Commission in Article 40e(5), shall | in Article 40e(5), shall apply only

emergency mode remains active.

market emergency mode remains
active.

apply only during the Single Market
emergency mode activated in
accordance with Article 14 of [the
SMEI Regulation]-remains-aetive.

during the Singleinternal market
emergency mode rewnieins
aetiveactivated in accordance with
Article 14 of the IMERA

Regulation.
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 3,

first paragraph, amending provision, numbered paragraph (3), second subparagraph

However, Article 40¢(2), second
subparagraph, and Article 40c¢(5)

deleted

However,-Atticle-40e(2),-second
subparagraph;-and- Article 40c(5)

However, Article 40ef2)—second
e o)

138 shall apply during the Single Market shall apply during the Single Market | shall apply during the Singleinternal
emergency mode and after its emergency mode and after its market emergency mode and after its
deactivation or expiry. deactivation or expiry. deactivation or expiry.

| Article 3, first paragraph, amending provision, numbered paragraph (4) |
4. The Commission shall be 4. The Commission shal-be 4. The Commission shatl-be
empowered to lay down by means of deleted empeweredtolay-downbymeansof | copovoradiotondlor e/
implementing acts rules regarding implementingactsrulesregarding e
the follow-up actions to be taken the-follew—up-actionsto-be thefottovw-np-actionsmay adopt
with respect to appliances and takenmay adopt implementing acts | implementing acts regarding the
fittings placed on the market in regarding the corrective or corrective or restrictive actions to
accordance with Articles 40c to 40f. restrictive actions to be taken, the | be taken, the procedures to be

139 Those implementing acts shall be procedures to be followed and the | takernfollowed and the specific
adopted in accordance with the specific labelling and traceability | labelling and traceability
examination procedure referred to in requirements with respect to requirements with respect to
Article 42(3). appliances and fittings placed on the | appliances and fittings placed on the

market in accordance with Articles market in accordance with Articles
40c to 46440e. Those implementing | 40c to 46#40e. Those implementing
acts shall be adopted in accordance acts shall be adopted in accordance
with the examination procedure with the examination procedure
referred to in Article 42(3). referred to in Article 42(3).

| Article 3, first paragraph, amending provision, Article

140 Ar.tic.le' 40}3 ' Ar'tic'le. 40b . Art_icle 40b Article 40b
Prioritisation of the conformity Prioritisation of the conformity Artiele40b “rtiele=th

assessment of crisis-relevant

assessment of crisis-relevant

Prioritisation of the conformity

Prioritisation of the conformity
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Commission Proposal

appliances and fittings

EP Mandate

appliances and fittings

_ Council Mandate

assessment of crisis-relevant
appliances and fittings

Draft Agreement

assessment of crisis-relevant
appliances and fittings

Text Origin: Council Mandate

Article 3,

first paragraph, amending provision, numbered paragraph (1)

141

1. This Article shall apply to all
appliances and fittings designated as
crisis-relevant goods, which are
subject to conformity assessment
procedures in accordance with
Article 14 requiring mandatory
involvement of a notified body.

1. This Article shall apply to all
appliances and fittings designated as
crisis-relevant goods, which are
subject to conformity assessment
procedures in accordance with
Article 14 requiring mandatory
involvement of a notified body.

1. This Article shall apply to all
appliances and fittings designated as
crisis-relevant goods, which are
subject to conformity assessment
procedures in accordance with
Article 14 requiring mandatory
involvement of a notified body.

1. This Article shall apply to all
appliances and fittings designated as
crisis-relevant goods, which are
subject to conformity assessment
procedures in accordance with
Article 14 requiring mandatory
involvement of a notified body.

| Article 3,

first paragraph, amending provision, numbered paragraph (2)

142

2. The notified bodies shall process
all applications for conformity
assessment of appliances and fittings
designated as crisis-relevant goods
as a matter of priority.

2. The notified bodies shall ensure
all reasonable efforts are made to
process all applications for
conformity assessment of appliances
and fittings designated as crisis-
relevant goods as a matter of
priority.

2. The notified bodies shall process
all applications for conformity
assessment of appliances and fittings
designated as crisis-relevant goods
as a matter of priority, irrespective
of whether they have been lodged
before or after the activation of
the emergency procedures
pursuant to Article 40a.

2. The notified bodies shall make
best efforts to process all
applications for conformity
assessment of appliances and fittings
designated as crisis-relevant goods
as a matter of priority, irrespective
of whether they have been lodged
before or after the activation of the
emergency procedures pursuant to
Article 40a.

| Article 3,

first paragraph, amending provision, numbered paragraph (3)

143

3. All pending applications for
conformity assessment of appliances
and fittings designated as crisis-

3. All pending applications for
conformity assessment of appliances
and fittings designated as crisis-

deleted

deleted
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

relevant goods shall be processed as
a matter of priority, ahead of any
other applications for appliances and
fittings, which have not been
designated as crisis-relevant goods.
This requirement applies with
respect to all applications for
conformity assessment of appliances
and fittings designated as crisis-
relevant goods, irrespective of
whether they have been lodged
before or after the activation of the
emergency procedures pursuant to
Article 41a.

relevant goods shall be processed as
a matter of priority, ahead of any
other applications for appliances and
fittings, which have not been
designated as crisis-relevant goods.
This requirement applies with
respect to all applications for
conformity assessment of appliances
and fittings designated as crisis-
relevant goods, irrespective of
whether they have been lodged
before or after the activation of the
emergency procedures pursuant to
Article 41a.

| Article 3,

first paragraph, amending provision, numbered paragraph (4)

4. The prioritisation of applications
for conformity assessment of
appliances and fittings pursuant to
paragraph 3 shall not give rise to any

4. The prioritisation of applications
for conformity assessment of
appliances and fittings pursuant to
paragraph 3 shall not give rise to any

4. The prioritisation of applications
for conformity assessment of
appliances and fittings pursuant to
paragraph 32 shall not give rise to

4. The prioritisation of applications
for conformity assessment of
appliances and fittings pursuant to
paragraph 32 shall not give rise to

i additional costs for the extraordinary additional costs for any disproportionate additional any-additionatadditional
manufacturers, who have lodged the manufacturers, who have lodged | costs for the manufacturers, who disproportionate costs for the
those applications. those applications. have lodged those applications. manufacturers, who have lodged

those applications.
| Article 3, first paragraph, amending provision, numbered paragraph (5) |

5. The notified bodies shall deploy | 5. The notified bodies shall depiey 5. The notified bodies shall deploy
their best efforts to increase their their-bestensure all reasonable deleted their-bestmake reasonable efforts to

145 testing capacities for appliances and | efforts are made to increase their increase their testing capacities for

fittings designated as crisis-relevant
goods in respect to which they have
been notified.

testing capacities for appliances and
fittings designated as crisis-relevant
goods in respect to which they have

appliances and fittings designated as
crisis-relevant goods in respect toof
which they have been notified.
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

been notified.

| Article 3, first paragraph, amending provision, Article
Article 40c Article 40c Article 40c Article 40c
Derogation from conformity Derogation from conformity Arele de sheriele

assessment procedures requiring
mandatory involvement of a notified

assessment procedures requiring
mandatory involvement of a notified

Derogation from conformity
assessment procedures requiring

Derogation from conformity
assessment procedures requiring

146

bod bodbody mandatory involvement of a notified | mandatory involvement of a notified
bedbody bodbody
Text Origin: Council Mandate
| Article 3, first paragraph, amending provision, numbered paragraph (1) |

1. By way of derogation from 1. By way of derogation from 1. By way of derogation from 1. By way of derogation from
Article 14, any competent national Article 14, enythe competent Article 14, any competent national Article 14, anv-competent-rnationdt
authority may authorise, on a duly national authority, after carrying authority may authorise, on a duly anthoritythe Member State may
justified request, the placing on the out a risk assessment, may justified request, the placing on the authorise, on a duly justified request
market or putting into service within | authorise, on a duly justified request | market or putting into service within | from an economic operator, the
the territory of the Member State from an economic operator the territory of the Member State placing on the market or the putting
concerned, of a specific appliance or | established in its Member State, the | concerned, of a specific appliance or | into service within the territory of
fitting which has been designated as | placing on the market or putting into | fitting which has been designated as | the Member State concerned, of a

147 crisis-relevant good and for which service within the territory of #kethat | crisis-relevant good and for which specific appliance or fitting which

the conformity assessment
procedures requiring the mandatory
involvement of a notified body,
referred to in Article 14, have not
been carried out by a notified body
but for which the compliance with
all the applicable essential
requirements has been demonstrated.

Member State-corneerned, of a
specific appliance or fitting which
has been designated as crisis-
relevant good and for which the
conformity assessment procedures
requiring the mandatory
involvement of a notified body,
referred to in Article 14, have not
been carried out by a notified body
but for which the compliance with

the conformity assessment
procedures requiring the mandatory
involvement of a notified body,
referred to in Article 14, have not
been carried out by a notified body
but for which the compliance with
all the applicable essential
requirements has been demonstrated
in accordance with procedures
referred to in that authorisation.

has been designated as crisis-
relevant good and for which the
conformity assessment procedures
requiring the mandatory
involvement of a notified body,
referred to in Article 14; have not
been carried out by a notified body
but for which the compliance with
all the applicable essential
requirements has been demonstrated
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

all the applicable essential
requirements has been demonstrated.

in accordance with procedures
referred to in that authorisation.

Article 3,

first paragraph, amending provision, numbered paragraph (1a), first subparag

raph

147a

la. The Member State shall
immediately inform the
Commission and the other
Member States of any
authorisation granted in
accordance with paragraph 1.
Unless the requirements set in the
authorisation do not ensure the
conformity with the essential
requirements laid down in Annex
I to this Regulation, the
Commission shall without delay
adopt an implementing act
extending for a limited period of
time the validity of the
authorisation granted by a
Member State in accordance with
paragraph 1 to the territory of the
Union and set the conditions
under which the specific appliance
or fitting may be placed on the
market. When preparing the draft
implementing act, the Commission
may request national market
surveillance authorities to provide
relevant information or comments
regarding the technical assessment
that served as the basis for the
authorisation referred to in

paragraph 1. The implementing

la. The Member State shall
immediately inform the
Commission and the other Member
States of any authorisation granted
in_accordance with paragraph 1.
Unless the requirements set in the
authorisation do not ensure the
conformity with the essential
requirements laid down in Annex 1
to this Regulation, the Commission
shall without delay adopt an
implementing act extending the
validity of the authorisation granted
by a Member State in accordance
with paragraph 1 to the territory of
the Union and set the conditions
under which the specific appliance
or fitting may be placed on the
market. When preparing the draft
implementing act, the Commission
may request national market
surveillance authorities to provide
relevant information or comments
regarding the technical assessment
that served as the basis for the
authorisation referred to in
paragraph 1. The implementing act

shall be adopted in accordance with

the examination procedure referred
to in Article 42(3).
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Commission Proposal EP Mandate

_ Council Mandate

act shall be adopted in accordance
with the examination procedure
referred to in Article 42(3).

Draft Agreement

Article 3,

first paragraph, amending provision, numbered paragraph (1a), second subpa

ragraph

The specific appliance or fitting
subject to the extension of validity
referred to in the first
subparagraph shall bear the
information that it is placed on the
market as a “crisis-relevant good”.
The implementing act referred to
in the first subparagraph shall

The specific appliance or fitting
subject to the extension of validity
referred to in the first
subparagraph shall bear the
information that it is placed on the
market as a ''crisis-relevant good''.
The implementing act referred to in
the first subparagraph shall specify

147b specify the modalities of that the modalities of that information.
information. That information, as | That information, as well as any
well as any labelling, shall be labelling, shall be clear,
clear, understandable and understandable and intelligible and,
intelligible and, where relevant, in | where relevant, in a language
a language which can be easily which can be easily understood by
understood by consumers and consumers and other end-users, as
other end-users, as determined by | determined by the Member State
the Member State concerned. concerned.

| Article 3, first paragraph, amending provision, numbered paragraph (1a), third subparagraph |

1b. On duly justified imperative On _duly justified imperative
grounds of urgency relating to the | grounds of urgency relating to the
need to preserve the health and need to preserve the health and

147¢ safety of persons, the Commission | safety of persons, the Commission

shall adopt immediately applicable
implementing acts in accordance
with the procedure referred to in
Article 42(4).

shall adopt immediately applicable
implementing acts in accordance
with the procedure referred to in

Article 42(4).
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 3,

first paragraph, amending provision, numbered paragraph (1b), first subparagraph

lc. As long as an implementing
act referred to in paragraphs 1a or
1b is not adopted, the
authorisation granted by a
competent national authority in
one Member State shall be valid
only on the territory of the issuing

1b. As long as an implementing act
referred to in paragraphs la or 1b
is not adopted, the authorisation
granted by a competent national
authority in one Member State shall
be valid only on the territory of the
issuing Member State, as well as on

147d Member State, as well as on the the territories of any other Member
territories of any other Member States whose competent national
States whose competent national authorities have recognised the
authorities have recognised the validity of that authorisation before
validity of that authorisation the adoption of the said
before the adoption of the said implementing act.
implementing act.
| Article 3, first paragraph, amending provision, numbered paragraph (1b), second subparagraph
Member States shall inform the Member States shall inform the
Commission and the other Commission and the other Member
147¢ Member States of any decision to | States of any decision to recognise
recognise the validity of that the validity of that authorisation.
authorisation.
| Article 3, first paragraph, amending provision, numbered paragraph (2), first subparagraph
2. The manufacturer of an appliance | 2. The manufacturer of an appliance | 2. The manufacturer of an appliance | 2. The manufacturer of an appliance
148 or a fitting subject to the or a fitting subject to the or a fitting subject to the or a fitting subject to the

authorisation procedure referred to
in paragraph 1 shall declare on his
sole responsibility that the appliance

authorisation procedure referred to
in paragraph 1 shall declare on his
sole responsibility that the appliance

authorisation procedure referred to
in paragraph 1 shall declare on his
sole responsibility that the appliance

authorisation procedure referred to
in paragraph 1 shall declare on his
sole responsibility that the an
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Commission Proposal

or the fitting concerned complies
with all the applicable essential
requirements set out in Annex [ and
shall be responsible for the
fulfilment of all the conformity
assessment procedures indicated by
the national competent authority.

EP Mandate

or the fitting concerned complies
with all the applicable essential
requirements set out in Annex I and
shall be responsible for the
fulfilment of all the conformity
assessment procedures indicated by
the national competent authority.

_ Council Mandate

or the fitting concerned complies
with all the applicable essential
requirements set out in Annex I and
shall be responsible for the
fulfilment of all the conformity
assessment procedures indicated by
the natienal-competent national
authority.

Draft Agreement

appliance or #ea fitting concerned
complies with all the applicable
essential requirements set out in
Annex | and shall be responsible for
the fulfilment of all the conformity
assessment procedures indicated by
the national-competent_national
authority.

| Article 3,

first paragraph, amending provision, numbered paragraph (2), second subparagraph

149

The manufacturer shall also deploy
all reasonable measures to ensure
that the appliance or fitting, which
has been granted an authorisation
pursuant to paragraph 1 does not
leave the territory of the Member

State, which issued the authorisation.

deleted

deleted

deleted

| Article 3,

first paragraph, amending provision, numbered paragraph (3)

150

3. Any authorisation issued by a
national competent authority
pursuant to paragraph 1 shall set out
the conditions and requirements
under which the appliance or fitting
may be placed on the market,
including:

3. Any authorisation issued by a
national competent authority
pursuant to paragraph 1 shall set out
the conditions and requirements
under which the appliance or fitting
may be placed on the market or put
into service, including_at least:

3. Any authorisation issued by a
national competent authority
pursuant to paragraph 1 shall set out
the conditions and requirements
under which the appliance or fitting
may be placed on the market;
inelading. The authorisation shall
at least set out the following:

3. Any authorisation issued 53¢

e e e e
pursuant to paragraph 1 shall set out
the conditions and requirements
under which the appliance or fitting
may be placed on the market;
ineluding, The authorisations shall
at least set out the following:

| Article 3,

first paragraph, amending provision, numbered paragraph (3), point (a)

151

(a) a description of the procedures,

(a) a description of the procedures,

(a) a description of the procedures,

(a) a description of the procedures, I
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

by means of which compliance with
the applicable essential requirements
was successfully demonstrated;

by means of which compliance with
the applicable essential requirements
was successfully demonstrated;

by means of which compliance with
the applicable essential requirements
was successfully demonstrated;

by means of which compliance with
the applicable essential requirements
was successfully demonstrated;

Text Origin: Commission

Proposal

Article 3,

first paragraph, amending provision, numbered paragraph (3), point (b)

(b) specific requirements regarding
the traceability of the subsystem or

(b) specific requirements regarding
the traceability of the subsystem or

(b) any specific requirements
regarding the traceability of the

(b) any specific requirements
regarding the traceability of the

152 safety component concerned; safety component concerned; subsystem-or-safety-component PSSO OF-S ety
appliance or fitting concerned; eomponentappliance or fitting
concerned;
| Article 3, first paragraph, amending provision, numbered paragraph (3), point (c) |
(c) an end date of validity of the (c) an end date of validity of the (c) an end date of validity of the (c) an end date of validity of the
authorisation, which cannot go authorisation, unless otherwise authorisation, which cannot go authorisation, which cannot go
beyond the last day of the period for | specified, which cannot go beyond beyond the last day of the period for | beyond the last day of the period for
153 which the Single Market emergency | the last day of the period for which which the Single Market emergency | which the Singleinternal market
mode has been activated; the Sineleinternal market mode has been activated: in emergency mode has been activated
emergency mode has been activated; | accordance with Article 14 [the in accordance with Article 14 of the
SMEI Regulation]. IMERA Regulation;
| Article 3, first paragraph, amending provision, numbered paragraph (3), point (d) |
(d) any specific requirements (d) any specific requirements (d) any specific requirements (d) any specific requirements
regarding the need to ensure the regarding the need to ensure the regarding the need to ensure the regarding the need to ensure the
154 continuous conformity assessment continuous conformity assessment continuous conformity assessment continuous conformity assessment
with respect to the subsystem or with respect to the subsystem or with respect to the subsystem-or with respect to the subsystem-or
safety component concerned; safety component concerned; safety-compenentappliance or safety-componentappliance or fitting
fitting concerned; concerned,
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

Text Origin: Council Mandate

Article 3,

first paragraph, amending provision, numbered paragraph (3), point (e)

(e) measures to be taken with

(e) measures to be taken with

(e) measures to be taken with

(e) measures to be taken with

respect to the appliance or fitting respect to the appliance or fitting respect to the appliance or fitting Pt o L
concerned upon expiry of the concerned upon expiry of the coneerred-tpeen i o Hhe eoneerned-upon expiry of the
authorisation in order to ensure that | authorisation in order to ensure that | autherisation-in-orderto-ensure-that iy eHi O
155 the appliance or fitting concerned is | the appliance or fitting concerned is | the-appliance-erfittingconcernedis | thatSingle/internal market
brought back in compliance with all | brought back in compliance with all | breughtbackinecomphiance-with-all | emergency with respect to the
the requirements of this Regulation. | the requirements of this Regulation. | therequirements-ofthis appliance or fitting eoneerned-is
Regulationplaced on the market Lenrclicboal e licreseiha
upon expiry of the Single Market | therequirements-ofthis
emergency. Regulationplaced on the market.
| Article 3, first paragraph, amending provision, numbered paragraph (3), point (ea)
(ea) labelling requirements,
including radio frequency deleted
identification, indicating that the
155a . :
appliance and fitting was
authorised under the internal
market emergency mode.
Article 3, first paragraph, amending provision, numbered paragraph (4)
4. By way of derogation from 4. By way of derogation from
Article 40a(3), first subparagraph, Article 40a(3), first-subparasraph; deleted deleted
156 where appropriate, the national where appropriate, the national

competent authority may amend the
conditions of the authorisation
referred to in paragraph 3 also after
the deactivation or expiry of the

competent authority may alse amend
the conditions efthe
anthorisationand requirements
referred to in paragraph 3 elseof this
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Commission Proposal

Single Market Emergency mode.

EP Mandate

Article after the deactivation or
expiry of the Sineteinternal market
emergency mode.

_ Council Mandate

Draft Agreement

Article 3,

first paragraph, amending provision, numbered paragraph (5)

5. By way of derogation from
Articles 6 and 17, appliances or
fittings, for which an authorisation
has been granted in accordance with

deleted

5. By way of derogation from
Articles 6, 16 and 17, appliances or
fittings, for which an authorisation
has been granted in accordance with

5. By way of derogation from
Articles 6, 16 and 17, appliances or
fittings, for which an authorisation
has been granted in accordance with

157 paragraph 1 of this Article, shall not paragraph 1-efthis-Astiele- shall paragraph 1 efthisArtiele—shall not
leave the territory of the Member not teave-theterritory-ef the Member | loceothetomefiome o he il b
State which has issued the State-which-has-issued-the e R e
authorisation and shall not bear the avtherisation-andbear the CE anthorisationandbear the CE
CE marking. marking and Article 6 shall not marking and Article 6 shall not bear

bear-the- CE-markingapply. the-CE-markinsapply.
| Article 3, first paragraph, amending provision, numbered paragraph (5a), numbered paragraph (6) |

6. The market surveillance 6. The market surveillance 65a. The market surveillance 65a. The market surveillance
authorities of the Member State, authorities of the Member State, authorities of thea Member State, authorities of #kea Member State,
whose competent authority has whose competent authority has whese-competent-authority-has il e e e e e
granted an authorisation pursuant to | granted an authorisation pursuant to | grantedwhere an authorisation srantedwhere an authorisation
paragraph 1 shall be entitled to take | paragraph 1 shall be entitled to take | pursuant to paragraphtparagraphs | pursuant to parasraphiparagraphs
all corrective and restrictive all corrective and restrictive 1, 1a and 1c is valid shall be 1, 1a and Ic is valid , shall be

|58 | measures at national level provided | measures at national level provided | entitled to take all corrective and entitled to take all corrective and

for under this Regulation with
respect to such appliances or fittings.

for under this Regulation with

respect to such appliances or fittings.

The market surveillance authorities
shall keep all records related to
products authorised under a
derogation for a period of 10 years.
They shall make those records
available to other market

restrictive-measures actions at
national level provided for under
Regulation (EU) 2019/1020 and
under this Regulation with respect to
such appliances or fittings.

restrictive meas#resactions at
national level provided for under
Regulation (EU) 2019/1020 and
under this Regulation with respect to
such appliances or fittings.
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Commission Proposal

EP Mandate

surveillance authorities upon
request.

_ Council Mandate

Draft Agreement

| Article 3,

first paragraph, amending provision, numbered paragraph (5a), numbered paragraph (6) a

They shall immediately inform the
Commission and the market

They shall immediately inform the
Commission and the market

15t surveillance authorities of other surveillance authorities of other
Member States of these actions. Member States of these actions.
| Article 3, first paragraph, amending provision, numbered paragraph (7)
7. Member States shall inform the 7. Member States shall inform the
Commission and the other Member Commission and the other Member deleted deleted
159 States of any decision to authorise States of any decision to authorise
the placing on the market of the placing on the market of
appliances or fittings in accordance | appliances or fittings in accordance
with paragraph 1. with paragraph 1.
| Article 3, first paragraph, amending provision, numbered paragraph (8)
8. The application of Articles 40ato | 8. The application of Articles 40a to | 8. The-appheation-ofArticles40ate | 8. Theapplication-ofArticles4bato
40g and the use of the authorisation | 40g and the use of the authorisation | 40g-and-the- use of the authorisation | 4fe-a#nd-The use of the authorisation
procedure set out in paragraph 1 of procedure set out in paragraph 1 of procedure set out in paragrapht-of procedure set out in parasraph1-of
this Article does not affect the this Article doesshall not affect the this-Articleparagraphs 1 to 1c does | thisArticte-doesparagraphs 1 to Ic
160 application of the relevant application of the relevant not affect the application of the shall not affect the application of the

conformity assessment procedures
laid down in Article 14 on the
territory of the Member State
concerned.

conformity assessment procedures
laid down in Article 14-o#-the

. o MormberS
e

relevant conformity assessment
procedures laid down in Article 14
on the territory of the Member State
concerned.

relevant conformity assessment
procedures laid down in Article 14
on the territory of the Member State
concerned.

| Article 3, first paragraph, amending provision, numbered paragraph (8a)
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Commission Proposal

EP Mandate

Draft Agreement

8a. Appliances and fittings subject

_ Council Mandate

to derogation under paragraph 1 deleted
shall remain valid for six months
after deactivation or expiration of
the internal market emergency
160a mode. After this period, they shall
only be made available on the
market after receiving an
authorisation under the normal
authorisation procedure provided
for in this Regulation.
| Article 3, first paragraph, amending provision, Article
Article 40d Article 40d
161 Presumption of conformity based on | Presumption of conformity based on deleted deleted
national and international standards | national and international standards
| Article 3, first paragraph, amending provision, Article, first paragraph
Member States shall take all Member States shall take all
appropriate measures to ensure that, | appropriate measures to ensure that, deleted deleted
for the purposes of placing on the for the purposes of placing on the
market or putting into service, their | market or putting into service, their
competent authorities consider that competent authorities consider that
162 appliances and fittings, which appliances and fittings, which

comply with relevant international
standards or any national standards
in force in the Member State of
manufacture, ensuring the safety
level required by the essential
requirements set out in Annex I,
comply with those essential

comply with relevant international
standards or any national standards
in force in the Member State of
manufacture, ensuring the safety
level required by the essential
requirements set out in Annex I,
comply with those essential
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Commission Proposal

requirements in either of the
following cases:

EP Mandate

requirements in either of the
following cases:

_ Council Mandate

Draft Agreement

Article 3,

first paragraph, amending provision, Article, first paragraph, point (a)

(a) where no reference to

(a) where no reference to

harmonised standards covering the harmonised standards covering the deleted deleted
relevant essential safety relevant essential safety

163 requirements set out in Annex I is requirements set out in Annex I is
published in the Official Journal of | published in the Official Journal of
the European Union in accordance the European Union in accordance
with Regulation (EU) No with Regulation (EU) No
1025/2012; 1025/2012;

| Article 3, first paragraph, amending provision, Article, first paragraph, point (b)

(b) severe disruptions in the (b) where severe disruptions in the
functioning of the Single Market, functioning of the Singleinternal deleted deleted
which were taken into consideration | market, which were taken into
when activating the Single Market consideration when activating the
emergency mode in accordance with | Sineleinternal market emergency
Article 15(4) of [the SMEI mode in accordance with Article
Regulation], significantly restrict the | 13¢)-of fhe-SMELL4 of [the
possibilities of manufacturers to IMERA Regulation], significantly

164 | make use of the harmonised restrict the possibilities of

standards covering the relevant
essential health and safety
requirements set out in Annex [ to
this Regulation and already
published in the Official Journal of
the European Union in accordance
with Regulation (EU) No
1025/2012.

manufacturers to make use of the
harmonised standards covering the
relevant essential health and safety
requirements set out in Annex I to
this Regulation and already
published in the Official Journal of
the European Union in accordance
with Regulation (EU) No
1025/2012.
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 3, first paragraph, amending provision, Article
Article 40e Article 40e Article 40e Article 40e
Adoption of common specifications | Adoption of common specifications Aitce4be Articte—4be
conferring a presumption of conferring a presumption of Adeptionotco. wr cspe-ieations | loplonolconmnoispectication:
conformity conformity conferrint-apre ¢n Heiof B R R e et AT
165 conformityPresumption of eonforniity Presumption of
conformity based on standards conformity based on standards and
and common specifications common specifications
Text Origin: Council Mandate
| Article 3, first paragraph, amending provision, numbered paragraph (1)
1. Where appliances or fittings have | 1. Where appliances or fittings have | 1. Where appliances or fittings have | 1. Where appliances or fittings have
been designated as crisis-relevant been designated as crisis-relevant been designated as crisis-relevant been designated as crisis-relevant
goods, the Commission is goods, the Commission is goods, the Commission is goods, the Commission is
empowered to adopt implementing empowered to adopt implementing empowered to adopt implementing empowered to adopt implementing
acts establishing common acts establishing common acts, listing appropriate standards | acts, listing appropriate standards
166 specifications for such appliances or | specifications for such appliances or | or establishing common or establishing common
fittings to cover the essential fittings to cover the essential specifications for such appliances or | specifications for such appliances or
requirements set out in Annex I in requirements set out in Annex [ in fittings to cover the essential fittings to cover the applicable
either of the following cases: either of the following cases: requirements set out in Annex [ in essential requirements set out in
either of the following cases: Annex [ in either of the following
cases:
Article 3, first paragraph, amending provision, numbered paragraph (1), point (a)
(a) where no reference to (a) where noreferenceto (a) whereno reference to (a) selereoaloraneare
vl 167 harmonised standards covering the harmonised-standards-—ecoveringthe | harmonised standards covering the Dot eee s lncth e
relevant essential requirements set pebeetgt s e e e relevant essential requirements set relevant European standardisation
out in Annex I is published in the ont-inAnnectisprblished-nthe out in Annex I is published in the organisations have not adopted the
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement

Official Journal of the European Officieddorrnal-of-thelZrropean Official Journal of the European relevant essentialrequirements-set

Union in accordance with Endon-traceordance—vith-the UnionOfficial Journal-of the ittt prblished-fr-the
Regulation (EU) No 1025/2012; European standardisation Eurepean-Ynten in accordance with | OfficialJonrnalof-the Enropean
deliverables addressing a request Regulation (EU) No 1025/2012; Endon-tr-aeeordanee
pursuant to Article 10(1) of withharmonised standards
Regulation (EU) No 1025/2012_were requested by the Commission on the
not adopted, basis of a pre-existing

standardisation request adopted on
the basis of Article 10(1) of
Regulation (EU) No 1025/2012;

Article 3, first paragraph, amending provision, numbered paragraph (1), point (aa)

(aa) the request issued by the
Commission on the basis of Article
10(1) of Regulation (EU) No

1674 1025/2012 which contained the ,
relevant harmonised standard was
not accepted by the relevant

FEuropean standardisation
organisations;

Article 3, first paragraph, amending provision, numbered paragraph (1), point (ab)

(ab) the harmonised standards
addressing that request are not
167b delivered within the deadline setin | ¥
accordance with Article 10(1) of
Regulation (EU) No 1025/2012;

Article 3, first paragraph, amending provision, numbered paragraph (1), point (ac)

167¢ (ac) the harmonised standards '
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

adopted on the basis of a pre-
existing standardisation request do
not comply with the request;

Article 3,

first paragraph, amending provision, numbered paragraph (1), point (ad)

(aa) where a reference to
harmonised standards covering the
relevant essential requirements set
out in Annex 11 is not published in
the Official Journal of the

(ad) no reference to harmonised
standards covering the relevant
essential requirements set out in
Annex I has been published in the
Official Journal of the European

167d European Union in accordance Union in accordance with v
with Regulation (EU) No 1025/2012 Regulation (EU) No 1025/2012 and
and such reference is not expected no such reference is expected to be
to be published within a reasonable published within a reasonable
timeframe during the internal period;
market emergency mode;

Article 3, first paragraph, amending provision, numbered paragraph (1), point (b)
(b) where severe disruptions in the (b) where severe disruptions in the (b) where-severe disruptions in the (b) where-severe disruptions in the
functioning of the Single Market, functioning of the Singleinternal functioning of the Single Market, functioning of the Sineleinternal
which led to the activation of the market, which led to the activation which led to the activation of the Market, which led to the activation
Single Market emergency mode in of the Singfeinternal market Single Market emergency mode in of the Singleinternal market
accordance with Article 15(4) of [the | emergency mode in accordance with | accordance with Article +5(4)14(4) | emergency mode in accordance with
SMEI Regulation], significantly Article 134 -offthe-SMELL4 of [the | of [the SMEI Regulation], Article 13{4)-offthe-SMELL4 of the

168 restrict the possibilities of IMERA Regulation], significantly significantly restrict the possibilities | IMERA Regulation/, significantly

manufacturers to make use of the
harmonised standards covering the
relevant essential requirements set
out in Annex I in this Regulation and
already published in the Official
Journal of the European Union in
accordance with Regulation (EU) No

restrict the possibilities of
manufacturers to make use of the
harmonised standards covering the
relevant essential requirements set
out in Annex I in this Regulation and
already published in the Official
Journal of the European Union in

of manufacturers to make use of the
harmonised standards covering the
relevant essential requirements set
out in Annex [ in this Regulation and
already published in the Official
Journal of the European
UnionOfficial Journal-of the

restrict the possibilities of
manufacturers to make use of the
harmonised standards covering the
relevant applicable essential
requirements set out in Annex [-i#

thisResutation and already
published in the Official Journal of
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Commission Proposal
1025/2012.

EP Mandate

accordance with Regulation (EU) No
1025/2012.

_ Council Mandate

EuropeanYnien in accordance with
Regulation (EU) No 1025/2012.

Draft Agreement

the European Union in accordance
with Regulation (EU) No
1025/2012.

Article 3,

first paragraph, amending provision, numbered paragraph (1a)

la. The implementing acts
referred to in paragraph 1 may:

accordance with paragraph 3. To

168a this end, the implementing act may
publish the references to European
standards, to relevant applicable
international or national standards
or, if there is no relevant applicable
European, international or national
standard, may establish common
specifications.
| Article 3, first paragraph, amending provision, numbered paragraph (1), point (bb)
(a) publish the references to
relevant applicable international deleted
168b standards that provide
presumption of conformity in
accordance with paragraph 3;
| Article 3, first paragraph, amending provision, numbered paragraph (1), point (bc)
168¢

(b) if there is no relevant

(la) The implementing acts
referred to in paragraph 1 shall
deploy the most appropriate
alternative technical solution for
the purposes of providing a
presumption of conformity in
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Commission Proposal EP Mandate

_ Council Mandate

applicable international standards
as referred to in point a of this
paragraph that cover the essential
requirements set out in Annex I to
this Regulation, publish the
references to the European
standards that provide
presumption of conformity in
accordance with paragraph 3;

Draft Agreement
deleted

| Article 3,

first paragraph, amending provision, numbered paragraph (1), point (bd)

168d

(c) if there is no relevant
applicable international or
European standard as referred to
in points a and b, that cover the
essential requirements set out in
Annex I to this Regulation,
establish common specifications
established by the Commission
that provide presumption of
conformity in accordance with
paragraph 3;

deleted

| Article 3,

first paragraph, amending provision, numbered paragraph (1), point (be)

168e

(d) if there is no relevant
applicable international standard,
European standard or common
specifications as referred to in
points a, b and ¢, publish the
reference to national standards
that provide presumption of
conformity in accordance with

deleted
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Commission Proposal

EP Mandate

_ Council Mandate

paragraph 3.

Draft Agreement

| Article 3,

first paragraph, amending provision, numbered paragraph (2)

2. The implementing acts referred to
in paragraph 1 of this Article shall
be adopted following a consultation
of the sectoral experts and in
accordance with the examination
procedure referred to in Article
42(3). They shall apply to appliances
and fittings placed on the market no
longer than until the last day of the
period for which the Single Market
emergency mode remains active. In

2. The implementing acts referred to
in paragraph 1 of this Article shall
be adopted foHowineeaconsultation
Of-Hhe-seetora-experts-and-in
accordance with the examination
procedure referred to in Article
42(3). They shall apply to appliances
and fittings placed on the market no
longer than until the last day of the
period for which the S-mgleintemal
market emergency mode remains

2. The implementing acts referred to
in paragraph 1-efthisAsticle- shall
be adopted-feHewing-a-econsultation
of theseetoral-experts-and- in
accordance with the examination
procedure referred to in Article
42(3). They shall apply te-apphiances
and-fittings-placed-on-the-marketne
lenger-than-until the last day of the
period for which the Single Market
emergency mode remains active—n

2. The implementing acts referred to

in paragraph 1 efthisA#tiele-shall be
adopted followine—a-consuitation-of
Hheseetora-experty-ed-1

in
accordance with the examination
procedure referred to in Article
42(3)-_and they shall apply to
marketno-lonserthanuntil the last
day of the period for which the
Singteinternal market emergency

169 the early preparation of the draft active. fntheearlbpreparation the-earhypreparation-of the-draft mode remains active—tu-the-earhy
implementing act establishing the ofWhen preparing the draft implementingactestablishing the e e
common specification, the implementing act establishing the commen-speeification;the Lttt e b o
Commission shall gather the views common specification, the Commission-shall-gather-the-views connon-specification—the
of relevant bodies or expert groups Commission shall gathertake into ofrelevantbedies-orexpert-groups Connmissionshetlgathertheviews
established under relevant sectoral account the views of reltevant-bodies | established-underrelevantsectoral el ol np ep oo
Union legislation. Based on that B T s e Ynienlegislation-Based-on-that establishedimder-relevantsectoral
consultation, the Commission shall underthe relevant seetoral-Lnion consultation;-the- Commission-shall Hriontesislation, unless amended
prepare the draft implementing act. Lot et e ontlren prepare-the-draftimplementingaet, | or repealed in accordance with
consultation—the-Commissionbodies | unless amended or repealed in paragraph 5.-Based-onthat
and shall prepare-the-draft accordance with paragraph 5. eerhe et e Do e
tmplementine—actduly consult all g el e e e
relevant stakeholders.
| Article 3, first paragraph, amending provision, numbered paragraph (2a) |
169 2a. Before preparing the draft 2a. Before preparing the draft

implementing act referred to in
paragraph 1, the Commission

implementing act referred to in
paragraph 1, the Commission shall
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Commission Proposal

EP Mandate

_ Council Mandate

shall inform the committee
referred to in Article 22 of
Regulation (EU) No 1025/2012
that it considers that the
conditions in paragraph 1 have
been fulfilled. When preparing the
draft implementing act referred to
in paragraph 1, the Commission
shall take into account the views
of relevant bodies or expert
groups established under the
Regulation.

Draft Agreement

inform the committee referred to in
Article 22 of Regulation (EU) No
1025/2012 that it considers that the
conditions in paragraph 1 have
been fulfilled. When preparing the
draft implementing act referred to
in paragraph 1, the Commission
shall take into account the views of
relevant bodies or expert groups
established under this Regulation
and shall duly consult all relevant
stakeholders.

| Article 3,

first paragraph, amending provision, numbered paragraph (3)

170

3. Without prejudice to Article 13,
appliances or fittings which are in
conformity with common
specifications adopted pursuant to
paragraph 2 of this Article shall be
presumed to be in conformity with
the essential requirements set out in
Annex I covered by those common
specifications or parts thereof.

3. Without prejudice to Article 13,
appliances or fittings which are in
conformity with common
specifications adopted pursuant to
paragraph 2 of this Article shall be
presumed to be in conformity with
the essential requirements set out in
Annex I covered by those common
specifications or parts thereof.

3. Without prejudice to Article 13,
appliances or fittings which are in
conformity with the standards or
common specifications adepted
pursuanttoreferred to in paragraph
2-of this-Articlel , or parts thereof,
shall be presumed to be in
conformity with the essential
requirements set out in Annex [
covered by those standards,
common specifications or parts
thereof. The presumption of
conformity provided by the
standards or the common
specifications referred to in the
implementing act referred to in
paragraph 1 shall automatically
cease to apply on the date the
Single Market Emergency mode
expires or is deactivated.

3. Without prejudice to Article 13,
appliances or fittings which are in
conformity with the standards or
common specifications adopted
pursuant-toreferred to in paragraph
2of thisArtictel, or parts thereof,

shall be presumed to be in
conformity with the applicable
essential requirements set out in
Annex | covered by those standards,
common specifications or parts
thereof. The presumption of
conformity provided by the
standards, parts thereof or the
common specifications referred to
in the implementing act referred to
in paragraph 1 can no longer be
relied upon from the day the
internal market emergency mode
expires or is deactivated,
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 3,

first paragraph, amending provision, numbered paragraph (4)

4. By way of derogation from
Article 40a(3), first subparagraph,
unless there is sufficient reason to
believe that the appliances or fittings
covered by the common
specifications referred to in
paragraph 1 of this Article present a
risk to the health or safety of
persons, the appliances or fittings in
compliance with those common
specifications which have been

4. By way of derogation from
Article 40a(3), firstsubparasraph;
unless there is sufficient reason to
believe that the appliances or fittings
covered by the common
specifications referred to in
paragraph 1 of this Article present a
risk to the health or safety of
persons, the appliances or fittings in
compliance with those common
specifications which have been

4. By way of derogation from
Article 40a(3), first subparagraph,
unless there is sufficient reason to
believe that the appliances or fittings
covered by the standards or
common specifications referred to in
paragraph 1-efthis-Asticle- present a
risk to the health or safety of
persons, the appliances or fittings

eomplianee-which are in

conformity with those standards

4. By way of derogation from
Article 40a(3), firstsubparasraph:
unless there is sufficient reason to
believe that the appliances or fittings
covered by the standards or
common specifications referred to in
paragraph 1-ofthisArticle present a
risk to the health or safety of
persons, the appliances or fittings
which are in conformityin
eomptianee with those standards or

171 placed on the market shall be placed on the market shall be or common specifications and common specifications and which
deemed compliant with this deemed compliant with this which have been placed on the have been placed on the market shall
Regulation after the expiry or repeal | Regulation after the expiry or repeal | market shall be deemed compliant be deemed compliant with #kis
of an implementing act adopted of an implementing act adopted with the essential requirements set | Regwlationthe applicable essential
pursuant to paragraph 2 of this pursuant to paragraph 2 of this out in Annex I to this Regulation requirements set out in Annex I
Article and after the expiry or Article and after the expiry or after the expiry or repeal of an after the expiry or repeal of an
deactivation of the Single Market deactivation of the Sirngleinternal implementing act adopted pursuant | implementing act adopted pursuant
Emergency mode in accordance with | market emergency mode in to paragraph 2-efthisAstiele- and to paragraph 2 ofthisArticle-and
[the SMEI Regulation]. accordance with [the SAMEHMERA after the expiry or deactivation of the | after the expiry or deactivation of the

Regulation]. Single Market Emergency mode in Singleinternal market emergency
accordance with [the SMEI mode in accordance with fthe
Regulation]. SMEIthe IMERA Regulationt.
| Article 3, first paragraph, amending provision, numbered paragraph (5) |
5. When a Member State considers | 5. When a Member State considers | 5. When a Member State considers | 5. When a Member State considers
172 that a common specification referred | that a common specification referred | that a standard or common that a standard or common

to in paragraph 1 does not entirely
satisfy the essential requirements
which it aims to cover and which are

to in paragraph 1 does not entirely
satisfy the essential requirements
which it aims to cover and which are

specification referred to in paragraph
1 does not entirely satisfy the
essential requirements-which-it-aims

specification referred to in paragraph
1 does not entirely satisfy the
applicable essential requirements
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Commission Proposal

set out in Annex I, it shall inform the
Commission thereof with a detailed
explanation and the Commission
shall assess that information and, if
appropriate, amend or withdraw the
implementing act establishing the
common specification in question.

EP Mandate

set out in Annex I, it shall inform the
Commission thereof with a detailed
explanation and the Commission
shall assess that information, The
Commission may-e#d—if
appropriate; amend, where
appropriate,-or-withdrew the
implementing act establishing the
common specification in question.

_ Council Mandate

to-eoverand-whichare- set out in
Annex I, it shall inform the
Commission thereof swith-by
submitting a detailed explanation
and-. The Commission shall assess
that infermation-detailed
explanation and, if appropriate,
amend or withdrawrepeal the
implementing act listing the
standard or establishing the
common specification in question.

Draft Agreement

set out in Annex I, it shall inform the
Commission thereof witzby
submitting a detailed explanation
and, The Commission shall assess
that infermeation-and—ifdetailed
explanation and, may, where
appropriate, amend or
withdreswrepeal the implementing
act listing the standard or
establishing the common
specification in question.

| Article 3,

first paragraph, amending provision, A

rticle

173

Article 40f
Adoption of mandatory common
specifications

deleted

deleted

| Article 3,

first paragraph, amending provision, n

umbered paragraph (1)

174

1. In duly justified cases, the
Commission is empowered to adopt
implementing acts establishing
mandatory common specifications to
cover the essential requirements set
out in Annex I for appliances or
fittings, which have been designated
as crisis-relevant goods.

deleted

deleted

| Article 3,

first paragraph, amending provision, numbered paragraph (2)

175

2. The implementing acts
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

establishing mandatory common
specifications, referred to in
paragraph 1 of this Article, shall be
adopted following a consultation of
the sectoral experts and in
accordance with the examination
procedure referred to in Article
42(3) and they shall apply to
appliances or fittings placed on the
market at the latest until the last day
of the period for which the Single
Market emergency remains active.
In the early preparation of the draft
implementing act establishing the
common specification, the
Commission shall gather the views
of relevant bodies or expert groups
established under relevant sectoral
Union legislation. Based on that
consultation, the Commission shall
prepare the draft implementing act.

deleted

deleted

| Article 3,

first paragraph, amending provision, numbered paragraph (3)

176

3. By way of derogation from
Article 40a(3), first subparagraph,
unless there is sufficient reason to
believe that the appliances or fittings
covered by the common
specifications referred to in
paragraph 1 of this Article present a
risk to the health or safety of
persons, the appliances or fittings in
compliance with those common
specifications which have been

deleted

deleted

deleted
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Commission Proposal

placed on the market shall be
deemed compliant with this
Regulation after the expiry or repeal
of an implementing act adopted
pursuant to paragraph 2 of this
Article and after the expiry or
deactivation of the Single Market
Emergency mode in accordance with
[the SMEI Regulation].

EP Mandate

_ Council Mandate

Draft Agreement

| Article 3,

first paragraph, amending provision, Article

Article 40g
Prioritisation of market surveillance
activities and mutual assistance

Article 40g
Prioritisation of market surveillance
activities and mutual assistance

Article 40g
Article 40¢

Prioritisation of market surveillance

Article 40g
gt [

Prioritisation of market surveillance

177 | among authorities among authorities activities and mutual assistance activities and mutual assistance
among authorities among authorities
Text Origin: Council Mandate
| Article 3, first paragraph, amending provision, numbered paragraph (1)
1. The Member States shall 1. The Member States shall 1. The Member States shall 1. Fhe-Member States shall
prioritise the market surveillance prioritise the market surveillance prioritise the market surveillance prioritise the market surveillance
activities for appliances and fittings | activities for appliances and fittings | activities for appliances and fittings | activities for epplancesappliance
designated as crisis-relevant goods. | designated as crisis-relevant goods. | designated as crisis-relevant goods. | and fittings designated as crisis-
178 The Commission shall facilitate relevant goods. The Commission

coordination of these efforts
through the Union Product
Compliance Network established
under Article 29 of Regulation
(EU) 2019/1020.

shall facilitate coordination of these
efforts through the Union Product
Compliance Network established
under Article 29 of Regulation

(EU) 2019/1020.

| Article 3, first paragraph, amending provision, numbered paragraph (2)
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Commission Proposal

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market
surveillance authorities during a
Single Market emergency, including
by mobilising and dispatching expert
teams to temporarily reinforce the

EP Mandate

2. The market surveillance
authorities of the Member States
shall deploy-theirensure best efforts
are made to provide assistance to
other market surveillance authorities
during e-Sinelean internal market
emergency, including by mobilising
and dispatching expert teams to

_ Council Mandate

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market
surveillance authorities during a
Single Market emergency, including
by mobilising and dispatching expert
teams to temporarily reinforce the

Draft Agreement

2. The market surveillance
authorities of the Member States
shall deploy-theirensure that best
efforts are made to provide
assistance to other market
surveillance authorities during &
Singtean internal market
emergency, including by mobilising

179 staff of market surveillance temporarily reinforce the staff of staff of market surveillance and dispatching expert teams to
authorities requesting assistance or market surveillance authorities authorities requesting assistance or temporarily reinforce the staff of
by providing logistical support such | requesting assistance or by providing | by providing logistical support such | market surveillance authorities
as reinforcement of the testing logistical support such as as reinforcement of the testing requesting assistance or by providing
capacity for appliances and fittings reinforcement of the testing capacity | capacity for appliances and fittings logistical support such as
designated as crisis-relevant goods. | for appliances and fittings designated as crisis-relevant goods. | reinforcement of the testing capacity
¢ | designated as crisis-relevant goods. ¢ | for appliances and fittings
¢ designated as crisis-relevant goods.
| Article 4
Article 4 Article 4
180 Amendments to Regulation (EU) Amendments to Regulation (EU) deleted deleted
2019/1009 2019/1009
| Article 4, first paragraph
181 In Regulation (EU) 2019/1009, the In Regulation (EU) 2019/1009, the
following Chapter Va is inserted: following Chapter Va is inserted: deleted deleted
| Article 4, first paragraph, amending provision, first paragraph
182

| ‘
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement
CHAPTER VIa CHAPTER VIa deleted deleted
EMERGENCY PROCEDURES EMERGENCY PROCEDURES
| Article 4, first paragraph, amending provision, second paragraph
183 Article 41a Article 41a
Applicationof emergency procedures | Applicationof emergency procedures deleted deleted
| Article 4, first paragraph, amending provision, numbered paragraph (1)
1. Articles 41b to 41g shall only 1. Articles 41b to 41g of this
apply if the Commission has adopted | Regulation shall only apply if the deleted deleted
an implementing act pursuant to Commission has adopted an
Article 23 of [the SMEI Regulation] | implementing act pursuant to Article
184 | activating Article 26 of [the SMEI 23-offthe-SMEI-Resulation]
Regulation] with respect to this sttt el e 2
Regulation. SMETI4(5) of [the IMERA
Regulation | withrespect-to-this
Regulation.
| Article 4, first paragraph, amending provision, numbered paragraph (2)
2. Articles 41b to 41g shall apply 2. Atrticles 41b to 41g shall apply
exclusively to fertilising products, exclusively to fertilising products; deleted deleted
which has been designated as crisis- | which #ashave been designated as
185 . . . . .
relevant goods in the implementing | crisis-relevant goods in the
act referred to in paragraph 1 of this | implementing act referred to in
Article. paragraph 1 of this Article.
| Article 4, first paragraph, amending provision, numbered paragraph (3), first subparagraph |

I 186

3. Articles 41b to 41g, except as

3. Articles 41b to 41g, except as
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Commission Proposal

regards provisions concerning the
powers of the Commission, shall
apply during the Single Market
emergency mode.

EP Mandate

regards provisions concerning the
powers of the Commission, shall
apply during the Singleinternal
market emergency mode.

_ Council Mandate
deleted

Draft Agreement
deleted

| Article 4,

first paragraph, amending provision, numbered paragraph (3), second subparagraph

187

However, Article 41¢(2), second
subparagraph, and Article 41¢(5)
shall apply during the Single Market
emergency mode and after its
deactivation or expiry.

deleted

deleted

deleted

| Article 4,

first paragraph, amending provision, numbered paragraph (4)

188

4. The Commission shall be
empowered to lay down by means of
implementing acts rules regarding
the follow-up actions to be taken
with respect to fertilising products
placed on the market in accordance
with Articles 41c to 41f. Those
implementing acts shall be adopted
in accordance with the examination
procedure referred to in Article
45(3).

deleted

deleted

deleted

| Article 4,

first paragraph, amending provision, seventh paragraph

189

Article 41b

Prioritisation of the conformity
assessment of crisis-relevant
fertilising products

Article 41b

Prioritisation of the conformity
assessment of crisis-relevant
fertilising products

deleted

deleted

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-
2024 at 10h01 116/205



Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

| Article 4, first paragraph, amending provision, numbered paragraph (1) |

1. This Article shall apply to 1. This Article shall apply to
fertilising products designated as fertilising products designated as deleted deleted
crisis-relevant goods, which are crisis-relevant goods, which are

190 subject to conformity assessment subject to conformity assessment
procedures in accordance with procedures in accordance with
Article 15 requiring mandatory Article 15 requiring mandatory
involvement of a notified body. involvement of a notified body.

Article 4, first paragraph, amending provision, numbered paragraph (2)

2. The notified bodies shall process | 2. The notified bodies shall ensure
all applications for conformity all reasonable efforts are made to deleted deleted
assessment of fertilising products process all applications for

191 designated as crisis-relevant goods conformity assessment of fertilising
as a matter of priority. products designated as crisis-

relevant goods as a matter of
priority.
| Article 4, first paragraph, amending provision, numbered paragraph (3)

3. All pending applications for 3. All pending applications for
conformity assessment of fertilising | conformity assessment of fertilising deleted deleted
products designated as crisis- products designated as crisis-
relevant goods shall be processed as | relevant goods shall be processed as

192 a matter of priority, ahead of any a matter of priority, ahead of any
other applications for conformity other applications for conformity
assessment of fertilising products, assessment of fertilising products,
which have not been designated as which have not been designated as
crisis-relevant goods. This crisis-relevant goods. This
requirement is applicable with requirement is applicable with
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Commission Proposal

respect to all applications for
conformity assessment of fertilising
products designated as crisis-
relevant goods, irrespective of
whether they have been lodged
before or after the activation of the
emergency procedures pursuant to
Article 41a.

EP Mandate

respect to all applications for
conformity assessment of fertilising
products designated as crisis-
relevant goods, irrespective of
whether they have been lodged
before or after the activation of the
emergency procedures pursuant to
Article 41a.

_ Council Mandate

Draft Agreement

| Article 4,

first paragraph, amending provision, numbered paragraph (4)

4. The prioritisation of applications

4. The prioritisation of applications

deleted |

for conformity assessment of for conformity assessment of deleted
fertilising products pursuant to fertilising products pursuant to
193 | paragraph 3 shall not give rise to any | paragraph 3 shall not give rise to any
additional costs for the extraordinary additional costs for
manufacturers, who have lodged the manufacturers, who have lodged
those applications. those applications.
| Article 4, first paragraph, amending provision, numbered paragraph (5)
5. The notified bodies shall deploy | 5. The notified bodies shall deploy
their best efforts to increase their their-bestensure all reasonable deleted deleted
testing capacities for fertilising efforts are made to increase their
194 | products designated as crisis- testing capacities for fertilising
relevant goods in respect of which products designated as crisis-
they have been notified. relevant goods in respect of which
they have been notified.
| Article 4, first paragraph, amending provision, thirteenth paragraph
195 | Article4lc Article 41c
Derogation from the conformity Derogation from the conformity deleted deleted
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

assessment procedures requiring
mandatory involvement of a notified
body

assessment procedures requiring
mandatory involvement of a notified
body

Article 4,

first paragraph, amending provision, numbered paragraph (1)

1. By way of derogation from

1. By way of derogation from

Article 15, any competent national Article 15, enthe competent deleted deleted
authority may authorise, on a duly national authority, after carrying out
justified request, the placing on the a risk assessment, may authorise, on
market within the territory of the a duly justified request_from an
Member State concerned, of a economic operator established in its
specific fertilising product which has | Member State, the placing on the
been designated as crisis-relevant market within the territory of tkethat
good and for which the conformity Member State-coneerned, of a
assessment procedures requiring the | specific fertilising product which has
196 ; . . -
mandatory involvement of a notified | been designated as_a crisis-relevant
body referred to in Article 15 have good and for which the conformity
not been carried out by a notified assessment procedures requiring the
body but for which the compliance mandatory involvement of a notified
with the requirements set out in body referred to in Article 15 have
Annexes I and II has been not been carried out by a notified
demonstrated. body but for which the compliance
with the requirements set out in
Annexes I and II has been
demonstrated.
| Article 4, first paragraph, amending provision, numbered paragraph (2), first subparagraph
2. The manufacturer of a fertilising | 2. The manufacturer of a fertilising
197 product subject to the authorisation | product subject to the authorisation deleted deleted

procedure referred to in paragraph 1
shall declare on his sole
responsibility that the fertilising

procedure referred to in paragraph 1
shall declare on his sole
responsibility that the fertilising
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement
product concerned complies with the | product concerned complies with the
requirements set out in Annexes | requirements set out in Annexes [
and II and shall be responsible for and II and shall be responsible for
the fulfilment of all the conformity the fulfilment of all the conformity
assessment procedures indicated by | assessment procedures indicated by
the national competent authority. the national competent authority.
Article 4, first paragraph, amending provision, numbered paragraph (2), second subparagraph

The manufacturer shall also deploy
all reasonable measures to ensure deleted deleted deleted
that the fertilising product, which

198 | has been granted an authorisation
pursuant to paragraph 1 does not
leave the territory of the Member
State, which issued the authorisation.

| Article 4, first paragraph, amending provision, numbered paragraph (3)

3. Any authorisation issued by a 3. Any authorisation issued by a
national competent authority national competent authority deleted deleted
pursuant to paragraph 1 shall set out | pursuant to paragraph 1 shall set out

199 | the conditions and requirements the conditions and requirements
under which the fertilising products | under which the fertilising products
may be placed on the market, may be placed on the market,
including: including_at least:

| Article 4, first paragraph, amending provision, numbered paragraph (3), point (a)

(a) a description of the procedures, | (a) a description of the procedures,

200 | by means of which compliance with | by means of which compliance with deleted deleted
the applicable essential requirements | the applicable essential requirements
was successfully demonstrated,; was successfully demonstrated,;
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

concerned upon expiry of the
authorisation in order to ensure that
the fertilising product concerned is

concerned upon expiry of the
authorisation in order to ensure that
the fertilising product concerned is

| Article 4, first paragraph, amending provision, numbered paragraph (3), point (b) |
(b) specific requirements regarding | (b) specific requirements regarding
201 the traceability of the fertilising the traceability of the fertilising deleted deleted
product concerned, product concerned;
| Article 4, first paragraph, amending provision, numbered paragraph (3), point (c)
(c) an end date of validity of the (c) an end date of validity of the
authorisation, which cannot go authorisation, unless otherwise deleted deleted
202 beyond the last day of the period for | specified, which cannot go beyond
which the Single Market emergency | the last day of the period for which
mode has been activated; the Sineleinternal market
emergency mode has been activated;
| Article 4, first paragraph, amending provision, numbered paragraph (3), point (d)
(d) any specific requirements (d) any specific requirements
regarding the need to ensure the regarding the need to ensure the deleted deleted
203 continuous conformity assessment continuous conformity assessment
with respect to the fertilising with respect to the fertilising
product; product;
| Article 4, first paragraph, amending provision, numbered paragraph (3), point (e)
(e) measures to be taken with (e) measures to be taken with
respect to the fertilising product respect to the fertilising product deleted deleted

I 204

brought back in compliance with all

brought back in compliance with all
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement
the requirements of this Regulation. | the requirements of this Regulation. I
| Article 4, first paragraph, amending provision, numbered paragraph (3), point (ea)
(ea) labelling requirements,
including radio frequency
identification, indicating that the
204a P .
fertilising product was authorised
under the internal market
emergency mode.
Article 4, first paragraph, amending provision, numbered paragraph (4)
4. By way of derogation from 4. By way of derogation from
Article 41a(3), first subparagraph, Article 41a(3), first-subparasraph; deleted deleted
where appropriate, the national where appropriate, the national
competent authority may amend the | competent authority may alse amend
conditions of the authorisation the conditions ofthke
205 referred to in paragraph 3of this anthorisationand requirements
Articcle also after the deactivation or | referred to in paragraph 3efthis
expiry of the Single Market Articele3 of this Article also after
Emergency mode. the deactivation or expiry of the
Singleinternal market emergency
mode.
| Article 4, first paragraph, amending provision, numbered paragraph (5)
5. By way of derogation from
Articles 3 and 18, fertilising deleted deleted deleted
206 products, for which an authorisation
has been granted in accordance with
paragraph 1 of this Article shall not
leave the territory of the Member
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

State which has issued the
authorisation and shall not bear the
CE marking.

Article 4,

first paragraph, amending provision, numbered paragraph (6)

6. The market surveillance

6. The market surveillance

authorities of the Member State, authorities of the Member State, deleted deleted
whose competent authority has whose competent authority has
granted an authorisation pursuant to | granted an authorisation pursuant to
paragraph 1, shall be entitled to take | paragraph 1, shall be entitled to take
all corrective and restrictive all corrective and restrictive
measures at national level provided | measures at national level provided
for under this Regulation with for under this Regulation with
207 | respect to such fertilising products. respect to such fertilising products.
The market surveillance authorities
shall keep all records related to
products authorised under a
derogation for a period of 10 years.
They shall make those records
available to other market
surveillance authorities upon
request.
| Article 4, first paragraph, amending provision, numbered paragraph (7)
7. Member States shall inform the 7. Member States shall inform the
Commission and the other Member | Commission and the other Member deleted deleted
208 States of any decision to authorise States of any decision to authorise

the placing on the market of
fertilising products in accordance
with paragraph 1.

the placing on the market of
fertilising products in accordance
with paragraph 1.

| Article 4, first paragraph, amending provision, numbered paragraph (8)
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8. The application of Articles 41ato | 8. The application of Articles 41a to
41g and the use of the authorisation | 41g and the use of the authorisation deleted deleted
procedure set out in paragraph 1 of | procedure set out in paragraph 1 of
this Article does not affect the this Article does not affect the
209 application of the relevant application of the relevant
conformity assessment procedures conformity assessment procedures
laid down in Article 15 on the laid down in Article 15-en-the
territory of the Member State bt e e b L
concerned. econeerned.
| Article 4, first paragraph, amending provision, numbered paragraph (8a)
8a. Fertilising products subject to
derogation under paragraph 1 shall deleted
remain valid for six months after
deactivation or expiration of the
2094 internal market emergency mode.
After this period, they shall only be
made available on the market after
receiving an authorisation under
the normal authorisation procedure
provided for in this Regulation.
| Article 4, first paragraph, amending provision, twenty-second paragraph
Article 41d Article 41d
210 | Presumption of conformity based on | Presumption of conformity based on deleted deleted
national and international standards | national and international standards
| Article 4, first paragraph, amending provision, twenty-third paragraph
211 . . . . . .
Where severe disruptions in the e o Ly the
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functioning of the Single Market, Sfrnetioming-of-Hhe-Single-Mearker deleted deleted
which were taken into consideration | whiekveretakeninto-consideration
when activating the Single Market sl e Sl e e
emergency mode in accordance with | ewmergeneymodein-aecordance-with
Article 15(4) of [the SMEI Articte—Hd-ofHre-SMES
Regulation] significantly restrict the | Regutation]sienificantbyrestrictthe
possibilities of manufacturers to B e e
make use of the harmonised Fretho—tmio-of-Hie-hernomied
standards covering the relevant B s
requirements set out in Annex I, Il or | requirementsset-outinAnnexttHor
IIT or tests referred to in Article B e e e s e ]
13(2) of this Regulation and already | {3{2)}-of thisRegutation-cnd-already
published in the Official Journal of | published-in-the-OfficicdJonrned-of
the European Union in accordance e e Dol epaedapen
with Regulation (EU) No it e e L A e L2 S T
1025/2012, the Member States shall | #2e-Member States shall take all
take all appropriate measures to appropriate measures to ensure that,
ensure that, for the purposes of for the purposes of placing on the
placing on the market, their market, their competent authorities
competent authorities consider as consider as complying with
complying with requirements set out | requirements set out in Annex I, II or
in Annex [, II or III of this IIT of this Regulation fertilising
Regulation fertilising products products which comply with relevant
which comply with relevant international standards or any
international standards or any relevant national standards in force
relevant national standards in force in the Member State of manufacture,
in the Member State of manufacture, | ensuring a safety level equivalent to
ensuring a safety level equivalent to | that required by the requirements set
that required by the requirements set | out in Annex I, II or lll, in either of
out in Annex I, IT or III. the following cases:

| Article 4, first paragraph, amending provision, twenty-third paragraph, point (a)
2lla (a) where a reference to
harmonised standards covering the deleted
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relevant essential requirements set
out in Annex I, 11 or 111 or tests
referred to in Article 13(2) of this
Regulation is not published in the
Official Journal of the European
Union in accordance with
Regulation (EU) No 1025/2012;

| Article 4,

first paragraph, amending provision, twenty-third paragraph, point (b)

211b

(b) where severe disruptions in the
functioning of the internal market,

which were taken into
consideration when activating the
internal market emergency mode in

accordance with Article 14 of [the
IMERA Regulation], significantly
restrict the possibilities of
manufacturers to make use of the
harmonised standards covering the
relevant requirements set out in
Annex 1, Il or 111 or tests referred
to in Article 13(2) of this
Regulation and already published
in the Official Journal of the
European Union in accordance
with Regulation (EU) No
1025/2012.

deleted

| Article 4,

first paragraph, amending provision, twenty-fourth paragraph

212

Article 41e
Adoption of common specifications
conferring a presumption of

Article 41e
Adoption of common specifications
conferring a presumption of

deleted

deleted
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conformity conformity
| Article 4, first paragraph, amending provision, numbered paragraph (1)

1. Where EU fertilising products,

1. Where EU fertilising products;

have been designated as crisis- have been designated as crisis- deleted deleted
relevant goods, the Commission is relevant goods, the Commission is
empowered to adopt implementing empowered to adopt implementing
acts establishing common acts establishing common
specifications for such EU fertilising | specifications for such EU fertilising
products for the requirements set out | products for the requirements set out
in Annex I, IT or III or tests referred | in Annex I, II or III or tests referred
to in Article 13(2) where severe to in Article 13(2) wheresevere
disruptions in the functioning of the | disruptionsinthefunctionine—ofthe
Single Market, which led to the Single-Marketvhich-ledro-the
273 activation of [were taken into B e

consideration when] the Single eonstderationhenithe-Single
Market emergency mode et sene el
significantly restrict the possibilities | sienificantiyrestrictthe-possibilities
of manufacturers to make use of the | efmanufacturersto-makese-ofthe
harmonised standards covering the Dot eedb e s et
relevant requirements set out in b R e e
Annex I, I or III or tests referred to | AnnexttH-orti-ortestsreferredto
in Article 13(2) of this Regulation : 3 of this Regulation
and already published in the Official | and-alreadypublished-inthe-Official
Journal of the European Union in Journal-ofthe-Europecn-Union-in
accordance with Regulation (EU) No | aceordaneewith-Regutation-(ELY
1025/2012. No-102320712-;

| Article 4, first paragraph, amending provision, numbered paragraph (1), point (a)

2134 (a) where the European
standardisation deliverables deleted

addressing a request pursuant to
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Article 10(1) of Regulation (EU) No
102572012 were not adopted;

Article 4,

first paragraph, amending provision, numbered paragraph (1), point (b)

213b

(b) where a reference to
harmonised standards covering the
relevant essential requirements set
out in Annex I, 11 or III or tests
referred to in Article 13(2) of this
Regulation is not published in the
Official Journal of the European
Union in accordance with
Regulation (EU) No 1025/2012 and
such reference is not expected to be
published within a reasonable
timeframe during the internal
market emergency mode;

deleted

| Article 4,

first paragraph, amending provision, numbered paragraph (1), point (c)

213c

(c) where severe disruptions in the
functioning of the internal market,

which led to the activation of the
internal market emergency mode in
accordance with Article 14 of [the
IMERA Regulation], significantly
restrict the possibilities of
manufacturers to make use of the
harmonised standards covering the
relevant requirements set out in
Annex I, II or III or tests referred
to in Article 13(2) of this
Regulation and already published

deleted
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in the Official Journal of the
European Union in accordance
with Regulation (EU) No
1025/2012.

_ Council Mandate

Draft Agreement

| Article 4,

first paragraph, amending provision, numbered paragraph (2)

214

2. The implementing acts referred to
in paragraph 1 of this Article shall
be adopted following a consultation
of the sectoral experts and in
accordance with the examination
procedure referred to in Article
45(3). They shall apply to
EUfertilising products placed on the
market until the last day of the
period for which the Single Market
emergency mode remains active in
accordance with [the SMEI
Regulation]. In the early preparation
of the draft implementing acts
establishing the common
specification, the Commission shall
gather the views of relevant bodies
or expert groups established under
relevant sectoral Union legislation.
Based on that consultation, the
Commission shall prepare the draft
implementing act.

2. The implementing acts referred to
in paragraph 1 of this Article shall

be adopted folowineea-consultation
of the-sectoral-experts-and-in
accordance with the examination
procedure referred to in Article
45(3). They shall apply to
EfertilisingEU fertilising products
placed on the market until the last
day of the period for which the
Singleinternal market emergency
mode remains active-in-eaceordance

B s e

early-preparation-of, When
preparing the draft implementing

aetsact establishing the common
specification, the Commission shall
sathertake into account the views of
the relevant bodies er-expert-growps
established-wnderand shall duly
consult all relevant sectoraltnion
legistation—Based-on-that

aectstakeholders.

deleted

deleted

| Article 4, first paragraph, amending provision, numbered paragraph (3)
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3. Without prejudice to Article 13,

EP Mandate

3. Without prejudice to Article 13,

_ Council Mandate

Draft Agreement

EU fertilising products which are in | EU fertilising products which are in deleted deleted
conformity with common conformity with common
specifications adopted pursuant to specifications adopted pursuant to
paragraph 2 of this Article shall be paragraph 2 of this Article shall be

215 | presumed to be in conformity with presumed to be in conformity with
the requirements set out in Annex I, | the requirements set out in Annex [,
IT or III [or tests referred to in II or III [or tests referred to in
Article 13(2)] covered by those Article 13(2)] covered by those
common specifications or parts common specifications or parts
thereof. thereof.

| Article 4, first paragraph, amending provision, numbered paragraph (4)

4. By way of derogation from 4. By way of derogation from
Article 41a(3), first subparagraph, Article 41a(3), frst-subparasraph; deleted deleted
unless there is sufficient reason to unless there is sufficient reason to
believe that the fertilising products believe that the fertilising products
covered by the common covered by the common
specifications referred to in specifications referred to in
paragraph 1 of this Article presenta | paragraph 1 of this Article present a
risk to the health or safety of risk to the health or safety of
persons, the fertilising products in persons, the fertilising products in

216 | compliance with those common compliance with those common

specifications which have been
placed on the market shall be
deemed compliant with this
Regulation after the expiry or repeal
of an implementing act adopted
pursuant to paragraph 2 of this
Article and after the expiry or
deactivation of the Single Market
Emergency mode in accordance with
[the SMEI Regulation].

specifications which have been
placed on the market shall be
deemed compliant with this
Regulation after the expiry or repeal
of an implementing act adopted
pursuant to paragraph 2 of this
Article and after the expiry or
deactivation of the Sineleinternal
market emergency mode in
accordance with [the SMEIUMERA
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| Article 4,

first paragraph, amending provision, numbered paragraph (5)

5. When a Member State considers

5. When a Member State considers

mandatory common specifications
for EU fertilising products to cover
the requirements set out in Annexes

that a common specification referred | that a common specification referred deleted deleted
to in paragraph 1 does not entirely to in paragraph 1 does not entirely
satisfy the requirements set out in satisfy the requirements set out in
Annexes I and I, it shall inform the | Annexes I and II, it shall inform the
Commission thereof with a detailed | Commission thereof with a detailed

217 | explanationand the Commission explanationandexplanation and the
shall assess that information and, if | Commission shall assess that
appropriate, amend or withdraw the | information, The Commission may
implementing act establishing the and—if-appropriate; amend, where
common specification in question. appropriate,-or-withdraw the

implementing act establishing the
common specification in question.
| Article 4, first paragraph, amending provision, thirtieth paragraph

Article 41f

218 | Adoption of mandatory common deleted deleted deleted
specifications

| Article 4, first paragraph, amending provision, numbered paragraph (1)

1. In duly justified cases, the
Commission is empowered to adopt deleted deleted deleted

279 implementing acts establishing

I and II which have been designated
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as crisis-relevant goods.

EP Mandate

_ Council Mandate

Draft Agreement

| Article 4,

first paragraph, amending provision, numbered paragraph (2)

220

2. The implementing acts referred to
in paragraph 1 shall be adopted
following a consultation of the
sectoral experts and in accordance
with the examination procedure
referred to in Article 45(3) and they
shall apply to EU fertilising products
placed on the market until the last
day of the period for which the
Single Market emergency mode
remains active. In the early
preparation of the draft
implementing act establishing the
common specification, the
Commission shall gather the views
of relevant bodies or expert groups
established under relevant sectoral
Union legislation. Based on that
consultation, the Commission shall
prepare the draft implementing act.

deleted

deleted

deleted

| Article 4,

first paragraph, amending provision, numbered paragraph (3)

221

3. By way of derogation from
Article 41a(3), first subparagraph,
unless there is sufficient reason to
believe that the EU fertilising
products covered by the mandatory
common specifications referred to in
paragraph 1 of this Article present a

deleted

deleted

deleted
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risk to the health or safety of
persons, the fertilising products in
compliance with those common
specifications which have been
placed on the market shall be
deemed compliant with this
Regulation after the expiry or repeal
of an implementing act adopted
pursuant to paragraph 2 of this
Article and after the expiry or
deactivation of the Single Market
Emergency mode in accordance with

EP Mandate

_ Council Mandate

Draft Agreement

[the SMEI Regulation].
| Article 4, first paragraph, amending provision, thirty-fourth paragraph
Article 41g Article 41g
222 Prioritisation of market surveillance | Prioritisation of market surveillance deleted
activities and mutual assistance activities and mutual assistance
among authorities among authorities
| Article 4, first paragraph, amending provision, numbered paragraph (1)
1. Member States shall prioritise the | 1. Member States shall prioritise the
223 market surveillance activities for market surveillance activities for deleted deleted
fertilising products designated as fertilising products designated as
crisis-relevant goods. crisis-relevant goods.
| Article 4, first paragraph, amending provision, numbered paragraph (2)
224 2. The market surveillance 2. The market surveillance
authorities of the Member States authorities of the Member States deleted deleted

shall deploy their best efforts to

shall deploy-theirensure best efforts

deleted I
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provide assistance to other market
surveillance authorities during a
Single Market emergency, including
by mobilising and dispatching expert
teams to temporarily reinforce the
staff of market surveillance
authorities requesting assistance or
by providing logistical support such
as reinforcement of the testing
capacity for fertilising products
designated as crisis-relevant goods.

2

EP Mandate

are made to provide assistance to
other market surveillance authorities
during e-Sinelean internal market
emergency, including by mobilising
and dispatching expert teams to
temporarily reinforce the staff of
market surveillance authorities
requesting assistance or by providing
logistical support such as
reinforcement of the testing capacity
for fertilising products designated as
crisis-relevant goods.

o

_ Council Mandate

Draft Agreement

| Article 4a

I 224a

Article 4a
Amendments to Regulation (EU)
2023/988

Amendments to Regulation (EU)
2023/988

| Article 4a,

first paragraph

I 224b

Regulation (EU) 2023/988 is
amended as follows:

Regulation (EU) 2023/988 is
amended as follows:

| Article 4a,

first paragraph, point (1)

224c

(1) In Article 2(1), point (b) is
replaced by the following:

(1) In Article 2(1), point (b) is
replaced by the following:

Article 4a I

| Article 4a, first paragraph, point (1), amending provision, first paragraph

l 224d
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(b) Chapter Ila, Chapter 111,
Section 1, Chapters V and VII and

Chapters IX to XI do not apply.

Article 4a, first paragraph, point (2)

224e

(2) The following chapter is
inserted:

Article 4a, first paragraph, point (2), amending provision, chapter i

224f

“(b) _Chapter Ila, Chapter 111,
Section 1, Chapters V and VII and
Chapters IX to XI do not apply.”

Chapter lla

EMERGENCY PROCEDURES

| Article 4a, first paragraph, point (2), amending provision, article

224g

(2) The following chapter is
inserted:

‘CHAPTER Ila

EMERGENCY PROCEDURES
Article 8a

Activation of the emergency
procedures, relationship with other
provisions of this Regulation and

deactivation

1. Articles 8b to 8d shall only apply
if the Commission has adopted an
implementing act pursuant to
Article 14(5) of [the IMERA

Regulation].

procedures, relationship with other
provisions of this Regulation and
deactivation

Article 8a
Activation of the emergency
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2. Articles 8b to 8d shall only apply
to products which have been
designated as crisis-relevant goods
in the implementing act referred to
in paragraph 1 of this Article.

3. Articles 8b to 8d shall apply
during the internal market
emergency mode, except with
respect to provisions concerning the
powers of the Commission.

Article 8b

Presumption of safety based on
national and international
standards

Member States shall take all
appropriate measures to ensure
that, for the purpose of placing
products on the market, their
competent authorities consider that
the products which comply with the
relevant international standards or
any national standards in force in
the Member State of manufacture,
and which ensure the safety level
required by this Regulation, meet
the general safety requirement laid
down in this Regulation as far as
the risks and risk categories
covered by those standards are
concerned in_any of the following
cases:

(a) where a reference to European
standards is not published in the
Official Journal of the European
Union in accordance with
Regulation (EU) No 1025/2012;
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(b) where severe disruptions to the
functioning of the internal market,
which were taken into
consideration when the internal
market emergency mode was
activated in accordance with Article
14 of [the IMERA Regulation],
significantly restrict the possibility
for manufacturers to make use of
the European standards already
published in the Official Journal of
the European Union in accordance
with Regulation (EU) No
1025/2012.

Article 8c

Adoption of common specifications
enabling a presumption of safety
for the risks and aspects covered by
common specifications

1. With respect to products covered
by this Regulation that have been
designated as crisis-relevant goods,
the Commission is empowered to
adopt implementing acts
establishing common technical
specifications in either of the
following cases:

(a) where no specific safety
requirements in accordance with
Article 7 paragraph 2 have been
adopted;

(b) where the European
standardisation deliverables
addressing a request pursuant to
Article 10(1) of Regulation No
1025/2012 were not adopted;
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(c) where a reference to European
standards is not published in the
Official Journal of the European
Union in accordance with
Regulation (EU) No 1025/2012 and
such reference is not expected to be
published within a reasonable
timeframe during the internal
market emergency mode;

(d) where severe disruptions in the
functioning of the internal market,
which were taken into
consideration when the internal
market emergency mode was
activated in accordance with Article
14 of [the IMERA Regulation],
significantly restrict the possibility
for manufacturers to make use of
the European standards covering
the relevant essential safety
requirements already published in
the Official Journal of the
European Union in accordance
with Regulation (EU) No
1025/2012.

2. The implementing acts referred
to in paragraph 1 shall be adopted
in_accordance with the examination
procedure referred to in Article
46(3) and they shall remain
applicable at the latest until the last
day of the period for which the
internal market emergency mode
has been activated in accordance
with Article 14 of [the IMERA

Regulation].
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3. When preparing the draft
implementing act establishing the
common specification, the
Commission shall take into account
the views of the Consumer Safety
Network, referred to in Article 30
and shall duly consult relevant
stakeholders.

4. Products covered by this
Regulation which are in conformity
with common specifications
adopted pursuant to paragraph 1 of
this Article shall be presumed to be
in_conformity with the general
safety requirement laid down in
Article 5 for the risks and risk
categories covered by those
common specifications or parts
thereof.

5. Products covered by this
Regulation, which comply with the
common specifications adopted
pursuant to paragraph 1 and have
been placed on the market, shall
not be affected by the subsequent
expiry or withdrawal of an
implementing act adopted pursuant
to paragraph 2, which has laid
down those common specifications,
unless there is sufficient reason to
believe that goods covered by those
common specifications present a
risk to the health or safety of
persons.

6. When a Member State considers
that a common specification
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referred to in paragraph 1 does not
entirely satisfy the general safety
requirement laid down in Article 5,
it shall inform the Commission
thereof with a detailed explanation
and the Commission shall consider
that information. The Commission
may amend, where appropriate,
amend the implementing act
establishing the common
specification in question.

Article 8d

Prioritisation of market
surveillance activities and mutual
assistance among authorities

1. Member States shall prioritise
market surveillance activities for
products covered by this
Regulation, which have been
designated as crisis-relevant goods.
2. The market surveillance
authorities of the Member States
shall ensure best efforts are made to
provide assistance to other market
surveillance authorities during an
internal market emergency,
including by mobilising and
dispatching expert teams to
temporarily reinforce the staff of
market surveillance authorities
requesting assistance or by
providing logistical support, such as
reinforcement of the testing
capacity for products covered by
this Regulation which have been
designated as crisis-relevant goods.
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| Article 4a, first paragraph, point (2), amending provision, article, first paragraph

I 224h

1. Articles 8b to 8d shall only apply
if the Commission has adopted an
implementing act pursuant to
Article 14(3) of the IMERA

Regulation.

| Article 4a, first paragraph, point (2), amending provision, article, second paragraph

2241

in the implementing act referred to
in paragraph 1 of this Article.

Article 4a, first paragraph, point (2), amending provision, article, third paragraph

| 224

3. Articles 8b to 8d shall apply
during the internal market
emergency mode activated by a
measure adopted in line with
Article 14(3) of IMERA Regulation,
except with respect to provisions
concerning the powers of the

| Article 4a, first paragraph, point (2), amending provision, article

I 224k

|
2. Articles 8b to 8d shall only apply
to products covered by this
Regulation which have been
designated as crisis-relevant goods

Article 8b
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Presumption of conformity with the
general safety requirement in the
context of an internal market

emergency

| Article 4a, first paragraph, point (2), amending provision, article, first paragraph

1. In addition to the presumption of
conformity laid down in Article 7 of
this Regulation, where severe
disruptions to the functioning of the
internal market, which were taken
into consideration when the
internal market emergency mode
was activated in accordance with
Article 14 of the IMERA
Regulation, significantly restrict the
possibility for manufacturers to
make use of the relevant European
standards already published in the
2241 Official Journal of the European
Union in accordance with
Regulation (EU) No 1025/2012, it
shall be considered, for the purpose
of placing products on the market,
that the presumption of conformity
with the general safety requirement
laid down in Article 5 may also be
established if the product conforms
to national requirements, as
regards the risks and risk categories
covered by health and safety
requirements laid down in the
national law of the Member State in
which it is made available on the
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market, provided that such law is in
compliance with Union law.

Article 4a, first paragraph, point (2), amending provision, article, second paragraph

224m

2. In addition to the cases where
the presumption of conformity with
the general safety requirement laid
down in Article 5 applies under
paragraph 1 and Article 7(1),
Member States shall take all
appropriate measures to ensure
that, for the purpose of placing or
making available of products on the
market, their competent authorities
consider that the products which
comply with the relevant European
standards other than those the
references of which have been
published in the Official Journal of
the European Union in accordance
with Article 10(7) of Regulation
(EU) No 1025/2012, the relevant
international standards developed
by a recognised international
standardisation body as defined by
Article 2(9) of Regulation (EU)
1025/2012, and relevant national
standards developed by a national
standardisation body as defined by
Article 2(10) of Regulation (EU)
1025/2012, are presumed to meet
the general safety requirement laid
down in this Regulation as far as
the risks and risk categories
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covered by those standards are

concerned unless such standards

are not adequate in view of the

other elements of Articles 6 and 8

of this Regulation.

Article 4a, first paragraph, point (2), amending provision, article, third paragraph

224n

3. Article 7(3) applies in the

presumption of conformity

established in accordance with this

Article.

| Article 4a, first paragraph, point (2), amending provision, article

228 deleted
Article 4a, first paragraph, point (2), amending provision, article, first paragraph
I 224p deleted
| Article 4a, first paragraph, point (2), amending provision, article, first paragraph, point (a)
deleted

I 224q

| Article 4a, first paragraph, point (2), amending provision, article, first paragraph, point (b)

I 224r
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deleted

| Article 4a, first paragraph, point (2), amending provision, article, first paragraph, point (c)

I 22 deleted

| Article 4a, first paragraph, point (2), amending provision, article, first paragraph, point (d)

I 224 deleted

| Article 4a, first paragraph, point (2), amending provision, article, second paragraph

I = deleted I

| Article 4a, first paragraph, point (2), amending provision, article, third paragraph

I 2250 deleted

| Article 4a, first paragraph, point (2), amending provision, article, fourth paragraph

I A2 deleted

| Article 4a, first paragraph, point (2), amending provision, article, fifth paragraph

I 224x
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deleted

| Article 4a, first paragraph, point (2), amending provision, article, sixth paragraph

225 deleted
| Article 4a, first paragraph, point (2), amending provision, article, seventh paragraph

25 deleted
| Article 4a, first paragraph, point (2), amending provision, article, eighth paragraph

P deleted
| Article 4a, first paragraph, point (2), amending provision, article

Article 8d

224ab

Prioritisation of market

surveillance activities and mutual

assistance among authorities

| Article 4a, first paragraph, point (2), amending provision, article, first paragraph

224ac

1. Member States shall prioritise

market surveillance activities for

products covered by this

Regulation, which have been

designated as crisis-relevant goods.
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| Article 4a, first paragraph, point (2), amending provision, article, second paragraph

2. The market surveillance
authorities of the Member States
shall ensure best efforts are made to
provide assistance to other market

surveillance authorities during an
internal market emergency.

b

Article 4b

224ae

‘ 224ad

Article 4b
Amendments to Regulation (EU)

2023/1230

| Article 4b, first paragraph

I 224af

In Regulation (EU)2023/1230, the
following chapter is inserted:

deleted

| Article 4b, first paragraph, amending provision, first paragraph

224ag

‘CHAPTER Vla

EMERGENCY PROCEDURES
Article 46a

Application of emergency
procedures

1. Articles 46b to 46f of this
Regulation shall only apply if the
Commission _has adopted an

deleted

deleted I
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implementing act pursuant to
Article 14(5) of [the IMERA
Regulation].

2. Articles 46b to 46f shall apply
exclusively to machinery which has
been designated as crisis-relevant
goods in the implementing act
referred to in paragraph 1 of this
Article.

3. Articles 46b to 46f shall apply
during the internal market
emergency mode, except with
respect to provisions concerning the
powers of the Commission.

Article 46b

Prioritisation of the conformity
assessment of crisis-relevant
machinery

1. This Article shall apply to
machinery designated as crisis-
relevant goods, which is subject to
conformity assessment procedures
in accordance with Article 21,
requiring mandatory involvement
of a notified body.

2. The notified bodies shall ensure
all reasonable efforts are made to
process all applications for a
conformity assessment of
machinery designated as crisis-
relevant goods, as a matter of
priority.

3. All pending applications for a
conformity assessment of
machinery designated as crisis-
relevant goods shall be processed as
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a matter of priority, ahead of any
other applications for conformity
assessment of machinery which has
not been designated as crisis-
relevant goods. This priority
requirement shall apply to all
applications for conformity
assessments of machinery
designated as crisis-relevant goods,
irrespective of whether they have
been lodged before or after the
activation of the emergency
procedures pursuant to Article 46a.
4. The prioritisation of applications
for a conformity assessment of
machinery pursuant to paragraphs
2 and 3 shall not give rise to any
extraordinary additional costs for
the manufacturers who have lodged
those applications.

5. The notified bodies shall ensure
all reasonable efforts are made to
increase their testing capacities for
machinery designated as crisis-
relevant goods in respect of which
they have been notified.

Article 46¢

Derogation from third party
conformity assessment procedures
requiring mandatory involvement
of a notified body

1. By way of derogation from
Article 21, the competent national
authority, after carrying out a risk
assessment, may authorise, on a
duly justified request from an
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economic operator established in its
Member State, the placing on the
market or putting into service
within the territory of that Member
State, of specific machinery which
has been designated as crisis-
relevant goods and for which the
conformity assessment procedures
requiring mandatory involvement
of a notified body referred to in
Article 21 have not been carried out
by a notified body but for which the
compliance with all the applicable
essential health and safety
requirements has been
demonstrated.

2. The manufacturer of machinery,
subject to the authorisation
procedure referred to in paragraph
1, shall declare on _his sole
responsibility that the machinery
concerned complies with all the
applicable essential health and
safety requirements set out in
Annex III and shall be responsible
for the fulfilment of all the
conformity assessment procedures
indicated by the national competent
authority.

3. Any authorisation issued by a
national competent authority
pursuant to paragraph 1 shall set
out the conditions and requirements
under which the machinery may be
placed on the market or put into
service, including at least:
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(a) a description of the procedures,
by means of which the compliance
with the applicable essential health
and safety requirements of this
Regulation was successfully
demonstrated;

(b) specific requirements regarding
the traceability of the machinery
concerned;

(c) an_end date of validity of the
authorisation, unless otherwise
specified, which cannot go beyond
the last day of the period for which
the internal market emergency
mode has been activated;

(d) any specific requirements
regarding the need to ensure the
continuous conformity assessment
with respect to the machinery
concerned;

(e) measures to be taken with
respect to the machinery concerned
upon expiry of the authorisation in
order to ensure that the machinery
concerned is brought back in
compliance with _all the
requirements of this Regulation;
(f) labelling requirements,
including radio frequency
identification, indicating that the
machinery was authorised under
the internal market emergency
mode.

4. By way of derogation from
Article 46(3), where appropriate,
the national competent authority
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may also amend the conditions and
requirements referred to in
paragraph 3 of this Article after the
deactivation or expiry of the
internal market emergency mode.

5. The market surveillance
authorities of the Member State
whose competent authority has
granted an_authorisation pursuant
to paragraph 1 shall be entitled to
take all corrective and restrictive
measures at national level provided
for under this Regulation with
respect to such machinery. The
market surveillance authorities
shall keep all records related to
products authorised under a
derogation for a period of 10 years.
They shall make those records
available to other market
surveillance authorities upon
request.

6. Member States shall inform the
Commission and the other Member
States of any decision to authorise
the placing on the market or putting
into service of machinery in
accordance with paragraph 1.

7. The application of Articles 46a to
462 and the use of the authorisation
procedure set out in paragraph 1 of
this Article shall not affect the
application of the relevant
conformity assessment procedures
laid down in Article 21.

8. Machinery subject to derogation
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under paragraph 1 shall remain
valid for six months after
deactivation or expiration of the
internal market emergency mode.
After this period, they shall only be
made available on the market after
receiving an authorisation under
the normal authorisation procedure
provided for in this Regulation.
Article 46d

Presumption of conformity based
on national and international
standards

Member States shall take all
appropriate measures to ensure
that, for the purposes of placing on
the market or putting into service,
their competent authorities consider
that the machinery which complies
with the relevant international
standards or any national standards
in force in the Member State of
manufacture, ensuring the safety
level required by the essential
health and safety requirements set
out in Annex III to this Regulation,
complies with those essential health
and safety requirements in either of
the following cases:

a) where a reference to harmonised
standards covering the relevant
essential health and safety
requirements set out in Annex I1I to
this Regulation is not published in
the Official Journal of the
European Union in accordance
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with Regulation (EU) No
1025/2012;

b) where severe disruptions in the
functioning of the internal market,
which were taken into
consideration when the internal
market emergency mode was
activated in accordance with Article
14 of [the IMERA Regulation]
significantly restrict the possibilities
of manufacturers to make use of
the harmonised standards covering
the relevant essential health and
safety requirements set out in
Annex 111 to this Regulation and
already published in the Official
Journal of the European Union in
accordance with Regulation (EU)
No 1025/2012.

Article 46¢e

Adoption of common specifications
conferring a presumption of
conformity

1. Where machinery has been
designated as crisis-relevant goods,
the Commission is empowered to
adopt implementing acts
establishing common specifications
for such machinery to cover the
essential health and safety
requirements set out in Annex IlI to
this Regulation, in either of the
following cases:

a) where the European
standardisation deliverables
addressing a request pursuant to
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Article 10(1) of Regulation No
1025/2012 were not adopted;

b) where a reference to harmonised
standards covering the relevant
essential requirements set out in
Annex I11 is not published in the
Official Journal of the European
Union in accordance with
Regulation (EU) No 1025/2012 and
such reference is not expected to be
published within a reasonable
timeframe during the internal
market emergency mode;

c) where severe disruptions in the
functioning of the internal market,
which led to the activation the
internal market emergency mode in
accordance with Article 14 of [the
IMERA Regulation], significantly
restrict the possibility for
manufacturers to make use of the
harmonised standards covering the
relevant essential health and safety
requirements set out in Annex I11I to
this Regulation and already
published in the Official Journal of
the European Union in accordance
with Regulation (EU) No
1025/2012.

2. The implementing acts referred
to in paragraph 1 of this Article
shall be adopted in accordance with
the examination procedure referred
to in Article 48(3). They shall apply
to machinery placed on the market
until the last day of the period for
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which the internal market
emergency mode remains active.
When preparing the draft-
implementing act establishing the
common specification, the
Commission shall take into account
the views of the relevant bodies and
shall duly consult all relevant
stakeholders.

3. Without prejudice to Article 17,
machinery which is in conformity
with common specifications
adopted pursuant to paragraph 2 of
this Article shall be presumed to be
in_conformity with the essential
health and safety requirements set
out in Annex III covered by those
common specifications or parts
thereof.

4. By way of derogation from
Article 46a(3), unless there is
sufficient reason to believe that the
machinery covered by the common
specifications referred to in
paragraph 1 of this Article presents
a risk to the health or safety of
persons, the machinery in
compliance with those common
specifications which has been
placed on the market shall be
deemed compliant with this
Regulation after the expiry or
repeal of an implementing act
adopted pursuant to paragraph 2 of
this Article and after the expiry or
deactivation of the internal market
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emergency mode in accordance
with [the IMERA Regulation].

5. When a Member State considers
that a common specification
referred to in paragraph 1 does not
entirely satisfy the essential health
and safety requirements which it
aims to cover and which are set out
in Annex I11, it shall inform the
Commission thereof with a detailed
explanation and the Commission
shall assess that information. The
Commission may amend, where
appropriate, the implementing act
establishing the common
specification in question.

Article 46f

Prioritisation of market
surveillance activities and mutual
assistance among authorities

1. Member States shall prioritise the
market surveillance activities for
machinery, designated as crisis-
relevant goods.

2. The market surveillance
authorities of the Member States
shall ensure best efforts are made to
provide assistance to other market
surveillance authorities during an
internal market emergency,
including by mobilising and
dispatching expert teams to
temporarily reinforce the staff of
market surveillance authorities
requesting assistance or by
providing logistical support such as
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n

(29) “crisis-relevant goods’
means ‘crisis-relevant goods’
within the meaning of Article 3,

[3

(29) ‘crisis-relevant goods’ means
‘crisis-relevant goods’ within the
meaning of Article 3, point (6) of

Article 5 |
Article 5 Article 5 Article 5 Article 5
Amendments to Regulation (EU) No | Amendments to Regulation (EU) No | Amendments to Regulation (EU) No | Amendments to Regulation (EU) No
225 305/2011 305/2011 305/2011 305/2011
Text Origin: Commission
Proposal
| Article 5, first paragraph
In Regulation (EU) 305/2011 is In Regulation (EU) 305/2011 is I-Regulation (EU) 305/2011 is ##Regulation (EU) 305/2011 is
226 amended as follows: amended as follows: amended as follows: amended as follows:
Text Origin: Council Mandate
| Article 5, first paragraph, point (-1)
(-1) In Article 2 the following (-1) In Article 2 the following
2763 points is are added: points is are added:
Text Origin: Council Mandate
| Article 5, first paragraph, point (-1), amending provision, first paragraph

I 226b

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-

2024 at 10h01 158/205



Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

point (6) of Regulation (EU) .../.... | Regulation (EU) .../.... [IMERA
[SMEI Regulation]; Regulation];
Text Origin: Council Mandate
Article 5, first paragraph, point (-1), amending provision, second paragraph
(30) “Single Market Emergency’ | (30) ‘internal market emergency’
means ‘Single Market Emergency’ | means ‘internal market emergency’
within the meaning of Article 3, within the meaning of Article 3,
2%6¢ point (3) of Regulation (EU) .../... | point (3) of Regulation (EU) .../...
[SMEI Regulation].; [IMERA Regulation].;
Text Origin: Council Mandate
| Article 5, first paragraph, point (1)
(1) the following Chapter VlIlla is (1) the following Chapter VIlla is (1) The following Chapter VIlla is (1) The following Chapter VIlla is
77 | inserted: inserted: inserted after Chapter VIII: inserted_after Chapter VIII:
Text Origin: Council Mandate
| Article 5, first paragraph, point (1), amending provision, Chapter |
¢ ¢ Chapter VIlla Chapter VIilla
CHAPTER Vlila CHAPTER Vllla ¢ ¢
228 EMERGENCY PROCEDURES EMERGENCY PROCEDURES CHAPTER VHa e
EMERGENCY PROCEDURES EMERGENCY PROCEDURES
Text Origin: Council Mandate
| Article 5, first paragraph, point (1), amending provision, Article |

l 229
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Article 59a Article 59a
deleted deleted
Article 5, first paragraph, point (1), amending provision, Article
Application of emergency Application of emergency Article 59a Article 59a
procedures procedures Application of emergency Application of emergency
230 procedures procedures
Text Origin: Council Mandate
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (1) |
1. Articles 59b to 59f shall only 1. Articles 59b to 59f of this Article | 1. Articles 59b to 59f shall only 1. Articles 59b to 59f of this
apply if the Commission has adopted | shall only apply if the Commission apply if the Commission has adopted | Regulation shall only apply if the
an implementing act pursuant to has adopted an implementing act an implementing act pursuant to Commission has adopted an
231 Article 23 of [the SMEI Regulation] | pursuant to Article 23-effthe-SM#EL | Article 23 of [the SMEI Regulation] | implementing act pursuant to Article
activating Article 26 of [the SMEI Resulation]-activatineArticle 26-of | activating Article 26 of [the SMEI S e ST Dz e )
Regulation] with respect to this Fthe-SMELL4(5) of [the IMERA Regulation] with respect to ettt el 26 of feletH L
Regulation. Regulation|withrespect-to-this construction products covered by | Regulation/-with-respectto-thisthe
Preemlegicn, this Regulation. IMERA Regulation.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (2) |
2. Articles 59b to 59f shall apply 2. Articles 59b to 59f shall apply 2. Articles 59b to 59f-shall- apply 2. Articles 59b to 59f shall apply
exclusively to construction products, | exclusively to construction products, | exclusively to construction products, | exclusively to construction products,
which have been designated as which have been designated as which have been designated as which have been designated as
232 crisis-relevant goods in the crisis-relevant goods in the crisis-relevant goods #-the crisis-relevant goods ##the
implementing act referred to in implementing act referred to in implementingactreferred-to-in e
paragraph 1 of this Article. paragraph 1 of this Article. paragrapht-of this Articlepursuant | paracraphtof thisArticlepursuant
to Article 14 of [the SMEI to Article 14(3) of the IMERA
Regulation]. Regulation.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Article 5, first paragraph, point (1), amending provision, numbered paragraph (3), first subpararaph

3. Articles 59b to 59f, except as
regards provisions concerning the
powers of the Commission, shall
apply during the Single Market

3. Articles 59b to 59f, except as
regards provisions concerning the
powers of the Commission, shall
apply during the Singleinternal

3. Articles 59b to 59f, except as

regards-previsions-coneerning-the
pewers the power of the

Commission in Article 59d(5), shall

3. Articles 59b to 59f, except as

regards provisions-conecerningthe
powersthe power of the Commission

in Article 59d(5), shall apply only

2R emergency mode. market emergency mode. apply only during the Single Market | during the Singleinternal market
emergency mode activated in emergency mode_activated in
accordance with Article 14 of [the | accordance with Article 14 of the
SMEI Regulation]. IMERA Regulation.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (3), second subparagraph |
However, Article 59¢(2), second However, Article 59ef2)—second
subparagraph, and Article 59¢(5) deleted deleted srthpenrer e e e el =0 (5)

234 shall apply during the Single Market shall apply during the Singleinternal
emergency mode and after its market emergency mode and after its
deactivation or expiry. deactivation or expiry.

| Article 5, first paragraph, point (1), amending provision, numbered paragraph (4) |
4. The Commission shall be 4. The Commission shall-be 4. The Commission skett-be
empowered to lay down by means of deleted empowered-otaydownbymeansof | copovare oo o b o8
implementing acts rules regarding implementingactsrulesregarding Ll e el e e
the follow-up actions to be taken the-follew—up-actionsto-be thetollow—wp-actionsmay adopt
with respect to construction products takenmay adopt implementing implementing acts regarding the
235 placed on the market in accordance acts regarding the corrective or corrective or restrictive actions to

with Articles 59b to 59f. These
implementing acts shall be adopted
in accordance with the examination
procedure referred to in Article
64(2a)

restrictive actions to be taken, the
procedures to be followed and the
specific labelling and traceability
requirements with respect to
construction products placed on the
market in accordance with Articles
59b to 59£59d These implementing

be taken, the procedures to be
takenfollowed and the specific
labelling and traceability
requirements with respect to
construction products placed on the
market in accordance with Articles

59b to 39-Fhesed9d. Those
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Commission Proposal

EP Mandate

_ Council Mandate

acts shall be adopted in accordance
with the examination procedure
referred to in Article 64(2a)-.

Draft Agreement

implementing acts shall be adopted
in accordance with the examination
procedure referred to in Article
64(2a)-

notified bodies related to the
assessment and verification of
constancy of performance, in
accordance with Article 28(1).

notified bodies related to the
assessment and verification of
constancy of performance, in
accordance with Article 28(1).

notified bodies related to the
assessment and verification of
constancy of performance, in
accordance with Article 28(1).

notified bodies related to the
assessment and verification of
constancy of performance, in
accordance with Article 28(1).

| Article 5, first paragraph, point (1), amending provision, eighth paragraph
136 Article 59b Article 59b
deleted deleted
| Article 5, first paragraph, point (1), amending provision, Article |
Prioritisation of the assessment and | Prioritisation of the assessment and Article 59b Article 59b
verification of constancy of verification of constancy of Prioritisation of the assessment and | Prioritisation of the assessment and
performance of crisis-relevant performance of crisis-relevant verification of constancy of verification of constancy of
237 | construction products construction products performance of crisis-relevant performance of crisis-relevant
construction products construction products
Text Origin: Council Mandate
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (1) |
1. This Article shall apply to 1. This Article shall apply to 1. This Article shall apply to 1. This Article shall apply to
construction products designated as | construction products designated as | construction products designated as | construction products designated as
crisis-relevant goods, which are crisis-relevant goods, which are crisis-relevant goods, which are crisis-relevant goods, which are
238 subject to third party tasks of subject to third party tasks of subject to third party tasks of subject to third party tasks of

| Article 5, first paragraph, point (1), amending provision, numbered paragraph (2)
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

2. The notified bodies shall process
requests for third party tasks related
to the assessment and verification of
constancy of performance of
construction products designated as

2. The notified bodies shall ensure
all reasonable efforts are made to
process requests for third party tasks
related to the assessment and
verification of constancy of

2. The notified bodies shall process
requests for third party tasks related
to the assessment and verification of
constancy of performance of
construction products designated as

2. The notified bodies shall make
best efforts to process requests for
third party tasks related to the
assessment and verification of
constancy of performance of

239 crisis-relevant goods as a matter of | performance of construction crisis-relevant goods as a matter of | construction products designated as
priority. products designated as crisis- priority, irrespective of whether crisis-relevant goods as a matter of
relevant goods as a matter of they have been lodged before or priority, irrespective of whether they
priority. after the activation of the have been lodged before or after the
emergency procedures pursuant to | activation of the emergency
Article 59a. procedures pursuant to Article 59a.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (3) |
3. All pending applications for the 3. All pending applications for the
performance of third party tasks performance of third party tasks deleted deleted
related to the assessment and related to the assessment and
verification of constancy of verification of constancy of
performance of construction performance of construction
products designated as crisis- products designated as crisis-
relevant goods shall be processed as | relevant goods shall be processed as
a matter of priority, ahead of any a matter of priority, ahead of any
other applications regarding other applications regarding
240 construction products, which have construction products, which have

not been designated as crisis-
relevant goods. This requirement
applies with respect to all
applications for third party tasks
related to the assessment and
verification of constancy of
performance of construction
products designated as crisis-
relevant goods, irrespective of
whether they have been lodged

not been designated as crisis-
relevant goods. This requirement
applies with respect to all
applications for third party tasks
related to the assessment and
verification of constancy of
performance of construction
products designated as crisis-
relevant goods, irrespective of
whether they have been lodged
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

before or after the activation of the
emergency procedures pursuant to
Article 59a.

before or after the activation of the
emergency procedures pursuant to
Article 59a.

Article 5,

first paragraph, point (1), amending pr

ovision, numbered paragraph (4)

4. The prioritisation of applications
for third party tasks related to the
assessment and verification of
constancy of performance of
construction products pursuant to

4. The prioritisation of applications
for third party tasks related to the
assessment and verification of
constancy of performance of
construction products pursuant to

4. The prioritisation of applications
for third party tasks related to the
assessment and verification of
constancy of performance of
construction products pursuant to

4. The prioritisation of applications
for third party tasks related to the
assessment and verification of
constancy of performance of
construction products pursuant to

Z paragraph 3 shall not give rise to any | paragraph 3 shall not give rise to any | paragraph 32 shall not give rise to paragraph 32 shall not give rise to
additional costs for the extraordinary additional costs for any disproportionate additional any-additionatadditional
manufacturerswho have lodged the costs for the disproportionate costs for the
those applications. mantacturerswhomanufacturers, mantufacturerswhomanufacturers manntacturerswhomanufacturers,

who have lodged those applications. | who have lodged those applications. | whe have lodged those applications.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (5) |
5. The notified bodies shall deploy | 5. The notified bodies shall depiey 5. The notified bodies shall deploy
their best efforts to increase their their-bestensure all reasonable deleted their-bestmake reasonable efforts to
respective assessment and efforts are made to increase their increase their respective assessment

242 verification capacities regarding respective assessment and and verification capacities regarding
construction products designated as | verification capacities regarding construction products designated as
crisis-relevant goods. construction products designated as crisis-relevant goods.

crisis-relevant goods.
| Article 5, first paragraph, point (1), amending provision, Article
Article 59¢ Article 59¢
243 Derogation from the third party Derogation from the third party deleted deleted

assessment procedures for
assessment and verification of

assessment procedures for
assessment and verification of
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

constancy of performance

constancy of performance

| Article 5,

first paragraph, point (1), amending pr

ovision, numbered paragraph (1)

1. By way of derogation from

1. By way of derogation from

Article 28(1), the competent national | Article 28(1), the competent national deleted deleted
authority may exceptionally authority, after carrying out a risk
authorise, on a duly justified request, | assessment, -may exceptionally
the placing on the market within the | authorise, on a duly justified request
territory of the Member State from an economic operator
concerned, of a specific construction | established in its Member State, the
product which has been designated placing on the market within the
244 as crisis-relevant good for which the | territory of #kethat Member State
required third-party assessment and | eoncerned, of a specific construction
verification of constancy of product which has been designated
performance procedures referred to | as crisis-relevant good for which the
in that Article have not been carried | required third-party assessment and
out by a notified body. verification of constancy of
performance procedures referred to
in thatArtieleArticle 28(1) have not
been carried out by a notified body.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (2), first subparagraph
2. The manufacturer of a 2. The manufacturer of a
construction product subject to the construction product subject to the deleted deleted
authorisation procedure referred to authorisation procedure referred to
in paragraph 1 shall declare on his in paragraph 1 shall declare on his
245 | sole responsibility that the sole responsibility that the

construction product concerned
achieves the declared performance
and shall be responsible for the
fulfilment of all the procedures for
the assessment and verification of

construction product concerned
achieves the declared performance
and shall be responsible for the
fulfilment of all the procedures for
the assessment and verification of
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement
constancy of performance indicated | constancy of performance indicated
by the national competent authority. | by the national competent authority.
first paragraph, point (1), amending provision, numbered paragraph (2), second subparagraph
The manufacturer shall also deploy
all reasonable measures to ensure deleted deleted deleted
that the construction product, which
has been granted an authorisation
pursuant to paragraph 1 does not
leave the territory of the Member
State, which issued the authorisation.
first paragraph, point (1), amending provision, numbered paragraph (3)
3. Any authorisation issued by a 3. Any authorisation issued by a
national competent authority national competent authority deleted deleted
pursuant to paragraph 1 shall set out | pursuant to paragraph 1 shall set out
the conditions and requirements the conditions and requirements
under which the construction under which the construction
products may be placed on the products may be placed on the
market, including: market, including at least:
first paragraph, point (1), amending provision, numbered paragraph (3), point (
(a) a description of the procedures, | (a) a description of the procedures,
to be followed in order to to be followed in order to deleted deleted
demonstrate that the construction demonstrate that the construction
product achieves the declared product achieves the declared
performance and complies with this | performance and complies with this
Regulation, as applicable; Regulation, as applicable;

Article 5, first paragraph, point (1), amending provision, numbered paragraph (3), point (b)
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Commission Proposal

(b) the specific requirements
regarding the safety as well as the
traceability, including labelling, of
the concerned construction product;

EP Mandate

(b) the specific requirements
regarding the safety as well as the
traceability, including labelling, of
the concerned construction product;

_ Council Mandate

deleted

Draft Agreement

deleted

first paragraph, point (1), amending provision, numbered paragraph (3), point

(c) an end date of validity of the
authorisation, which cannot go
beyond the last day of the period for
which the Single Market emergency
mode has been activated;

(c) an end date of validity, unless
otherwise specified, of the
authorisation, which cannot go
beyond the last day of the period for
which the Singleinternal market
emergency mode has been activated;

deleted

deleted

first paragraph, point (1), amending pr

ovision, numbered paragraph (3), point

(d) any specific requirements
regarding the continuous
performance of third party tasks
related to the assessment and
verification of constancy of
performance with respect to the
concerned construction product;

(d) any specific requirements
regarding the continuous
performance of third party tasks
related to the assessment and
verification of constancy of
performance with respect to the
concerned construction product;

deleted

deleted

first paragraph, point (1), amending pr

-~

ovision, numbered paragraph (3), point

(e) measures to be taken with
respect to the construction product
concerned upon expiry of the
authorisation in order to ensure that
the construction product concerned

(e) measures to be taken with
respect to the construction product
concerned upon expiry of the
authorisation in order to ensure that
the construction product concerned

is brought back in compliance with

is brought back in compliance with

deleted

deleted
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement
all the requirements of this all the requirements of this
Regulation. Regulation.
Article 5, first paragraph, point (1), amending provision, numbered paragraph (3), point (ea)
(ea) labelling requirements,
including radio frequency
identification, indicating that the
252a .
construction product was
authorised under the internal
market emergency mode.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (4)
4. By way of derogation from 4. By way of derogation from
Article 54a(3), first subparagraph, Article 54a(3), first-subparasraph; deleted deleted
where appropriate, the national where appropriate, the national
competent authority may amend the | competent authority may alse amend
253 conditions of the authorisation the conditions efthe-authorisation
issued referred to in paragraph 3 of | éss#edand requirements referred to
this Article, also after the in paragraph 3 of this Article-e4se
deactivation or expiry of the Single | after the deactivation or expiry of the
Market Emergency mode. Singleinternal market emergency
mode.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (5)
5. Construction products, for which
an authorisation has been granted in deleted deleted deleted
254 accordance with paragraph 1 of this
Article shall not leave the territory of
the Member State which has issued
the authorisation and shall not bear
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Commission Proposal
the CE marking.

EP Mandate

_ Council Mandate

Draft Agreement

| Article 5,

first paragraph, point (1), amending pr

ovision, numbered paragraph (6)

6. The market surveillance

6. The market surveillance

authorities of the Member State, authorities of the Member State, deleted deleted
whose competent authority has whose competent authority has
granted an authorisation pursuant to | granted an authorisation pursuant to
paragraph 1, shall be entitled to take | paragraph 1, shall be entitled to take
all corrective and restrictive all corrective and restrictive
measures at national level provided | measures at national level provided
for under this Regulation with for under this Regulation with
255 respect to such construction respect to such construction
products. products._The market surveillance
authorities shall keep all records
related to products authorised
under a derogation for a period of
10 years. They shall make those
records available to other market
surveillance authorities upon
request.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (7)
7. Member States shall inform the 7. Member States shall inform the
Commission s of any decision to Commission s of any decision to deleted deleted
256 | authorise the placing on the market authorise the placing on the market
of construction products in of construction products in
accordance with paragraph 1. accordance with paragraph 1.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (8)
257 I

8. The application of Articles 59a to

8. The application of Articles 59a to
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

59f and the use of the authorisation 59f and the use of the authorisation deleted deleted
procedure set out in paragraph 1 of | procedure set out in paragraph 1 of
this Article does not affect the this Article doesshall not affect the
application of the relevant application of the relevant
procedures for the assessment and procedures for the assessment and
verification of constancy of verification of constancy of
performance required by Article 28 | performance required by Article 28
on the territory of the Member State | ontheterritory-of-the Member-State
concerned. B
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (8a)
8a. Construction products subject
to derogation under paragraph 1 deleted
shall remain valid for six months
after deactivation or expiration of
the internal market emergency
257a mode. After this period, they shall
only be made available on the
market after receiving an
authorisation under the normal
authorisation procedure provided
for in this Regulation.
| Article 5, first paragraph, point (1), amending provision, Article
Article 59d Article 59d Article 59d Article 59d
Adoption of common specifications | Adoption of common specifications Article-59d el S0
enabling performance assessment enabling performance assessment Adepton-ofcommoenspeetfteations | lopiiorolenrmanpoaifieation:
258 enablingperformanee e
assessmentAssessment and assessmentAssessment and

declaration of performance based
on standards and common
specifications

declaration of performance based
on standards and common

specifications
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EP Mandate

Draft Agreement

_ Council Mandate

Text Origin: Council Mandate

| Article 5,

first paragraph, point (1), amending provision, numbered paragraph (1)

1. Where construction products,
have been designated as crisis-
relevant goods, the Commission is
empowered to adopt implementing
acts establishing common
specifications to cover the methods

1. Where construction products,
have been designated as crisis-
relevant goods, the Commission is
empowered to adopt implementing
acts establishing common
specifications to cover the methods

1. Where construction products,
have been designated as crisis-
relevant goods, the Commission is
empowered to adopt implementing
acts, listing appropriate standards
or establishing common

1. Where construction products;
have been designated as crisis-
relevant goods, the Commission is
empowered to adopt implementing
acts, listing appropriate standards
or establishing common

) and the criteria for assessing the and the criteria for assessing the specifications to cover the methods specifications to cover the methods
performance of those products in performance of those products in and the criteria for— assessing the and the criteria for—_assessing the
relation to their essential relation to their essential performance of those products in performance of those products in
characteristics in either of the characteristics in either of the relation to their essential relation to their essential
following cases: following cases: characteristics in either of the characteristics in either of the

following cases: following cases:

Article 5, first paragraph, point (1), amending provision, numbered paragraph (1), point (a) |
(a) where no reference to (a) where noreferenceto (a) where no reference to (a) where no reference to
harmonised standards covering the harmonised-standards-eoveringthe | harmonised standards covering the harmonised standards covering the
relevant methods and criteria for pebopenpigretho b pin Lol oo [ relevant methods and criteria for relevant methods and criteria for
assessing the performance of those e th e sl e b assessing the performance of those assessing the performance of those
products in relation to their essential | produetsinretationto-theiressentiad | products in relation to their essential | products in relation to their essential
characteristics is published in the e characteristics is published in the characteristics is published in the

260 Official Journal of the European Cfteted oz ot e e Official Journal of the European Official Journal of the European
Union in accordance with Article Enion-in-accordancewvith-Article UnionOfficial Journal-of the Union in accordance with A#tiete
17(5); +#5)the European standardisation | Evrepeantnien in accordance with | +7)Regulation (EU) No

deliverables addressing a request Article 17(5); 1025/2012;
pursuant to Article 10(1) of

Regulation (EU) No 1025/2012

were not adopted;
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D
( (14

Article 5, first paragraph, point (1), amending provision, numbered paragraph (1), point (aa)

(aa) where a reference to
harmonised standards covering the
relevant essential requirements set
out in Annex Il is not published in
the Official Journal of the

deleted

260a European Union in accordance
with Regulation (EU) No 1025/2012
and such reference is not expected
to be published within a reasonable
timeframe during the internal
market emergency mode;
Article 5, first paragraph, point (1), amending provision, numbered paragraph (1), point (b)
(b) where the severe disruptions in (b) where the severe disruptions in (b) where the severe disruptions in (b) wherethe-severe disruptions in
the functioning of the Single Market, | the functioning of the Sineleinternal | the functioning of the Single Market, | the functioning of the Sinsteinternal
which led to the activation of the market, which led to the activation which led to the activation of the market, which led to the activation
Single Market emergency mode of the Singleinternal market Single Market emergency mode of the Singleinternal market
significantly restrict the possibilities | emergency mode in accordance significantly restrict the possibilities | emergency mode in accordance
of manufacturers to make use of the | with Article 14 of [the IMERA of manufacturers to make use of the | with Article 14 of the IMERA
harmonised standards, providing the | Regulation], significantly restrict the | harmonised standards, providing the | Regulation, significantly restrict the
relevant methods and criteria for possibilities of manufacturers to relevant methods and criteria for possibilities of manufacturers to
261 assessing the performance of those make use of the harmonised assessing the performance of those make use of the harmonised

product in relation to their essential
characteristics, and already
published in the Official Journal of
the European Union in accordance
with Article 17(5).

standards, providing the relevant
methods and criteria for assessing
the performance of those product in
relation to their essential
characteristics, and already
published in the Official Journal of
the European Union in accordance
with Articte 175} Regulation (EU)
No 1025/2012.

product in relation to their essential
characteristics, and already
published in the Official Journal of
the European UnionOfficial Journal
of the EuropeanUnien in

accordance with Article 17(5).

standards; providing the relevant
methods and criteria for assessing
the performance of those product in
relation to their essential
characteristics, and already
published in the Official Journal of
the European Union in accordance

with Artiete17(5)Regulation (EU)
No 1025/2012.
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

Article 5, first paragraph, point (1), amending provision, numbered paragraph (1), point (ba)

1a. The implementing acts
referred to in paragraph 1 may:

la. The implementing acts referred
to in paragraph 1 shall deploy the
most appropriate alternative
technical solution for the purposes
of providing a presumption of
conformity in accordance with
paragraph 3. To this end, the

261a implementing act may publish the
references to European standards,
to relevant applicable international
or national standards or, if there is
no relevant applicable European,
international or national standard,
may establish common
specifications.
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (1), point (bb)
(a) publish the references to
relevant applicable international deleted
261b standards that include assessment
methods for the declaration of
performance in accordance with
paragraph 3;
| Article 5, first paragraph, point (1), amending provision, numbered paragraph (1), point (bc)
(b) if there are no relevant
261c applicable international standards deleted

as referred to in point a of this
paragraph published in the
Official Journal of the European
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Commission Proposal

EP Mandate

_ Council Mandate

Union in accordance with Article
17(5) of this Regulation that cover
the essential characteristics
referred in paragraph 1, publish
the references to the European
standards that include assessment
methods for the declaration of
performance in accordance with
paragraph 3;

Draft Agreement

| Article 5,

first paragraph, point (1), amending provision, numbered paragraph (1), point

(bd)

261d

(c) if there is no relevant
applicable international or
European standard as referred to
in points a and b of this paragraph
published in the Official Journal
of the European Union in
accordance with Article 17(5) of
this Regulation that cover the
essential characteristics referred
in paragraph 1, establish common
specifications established by the
Commission that include
assessment methods for the
declaration of performance in
accordance with paragraph 3;

deleted

| Article 5,

first paragraph, point (1), amending pr

ovision, numbered paragraph (1), point

(be)

261e

(d) if there is no relevant
applicable international standard,
European standard or common
specifications as referred to in

deleted
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Commission Proposal

EP Mandate

_ Council Mandate

points a, b and ¢, publish the
reference to national standards
that include assessment methods
for the declaration of performance
in accordance with paragraph 3.

Draft Agreement

Article 5,

first paragraph, point (1), amending provision, numbered paragraph (2)

2. The implementing acts referred to
in paragraph 1 of this Article shall
be adopted following a consultation
of the Standing Committee on
Construction and in accordance with
the examination procedure referred
to in Article 64(2a). They shall apply
to construction products placed on
the market until the last day of the
period for which the Single Market
emergency mode remains active. In

2. The implementing acts referred to
in paragraph 1 of this Article shall

be adopted foltowinea-consuitation

ofthe-Standine-Committee-on
Construetion-and-in accordance with

the examination procedure referred
to in Article 64(2a). They shall apply
to construction products placed on
the market until the last day of the
period for which the Singleinternal
market emergency mode remains

2. The implementing acts referred to
in paragraph 1-efthisAstiele- shall
be adopted—fel—lewng—a—eemal&a&eﬁ

Censtructionand- in accordance

with the examination procedure
referred to in Article 64(2a). They

shall apply-te-censtractionproduets

placed-enthe-market until the last
day of the period for which the

Single Market emergency mode

2. The implementing acts referred to

in paragraph 1 efthisArtiele-shall be
adopted followineaconsuttationof

the-StendinaConmiitiee-on
Construetion-and-1n accordance with

the examination procedure referred
to in Article 64(2a)-_and they shall
apply to-constructionproduets
placed-en-the-marketuntil the last
day of the period for which the
Singteinternal market emergency

262 the early preparation of the draft active. fnthe-earbpreparation remains active—trthe-earhy mode remains active—tu-the-earhy
implementing act establishing the ofWhen preparing the draft preparation-of the-draft preparation-of-the-drafi
common specification, the implementing act establishing the implementing-act-establishingthe Lttt b e
Commission shall gather the views common specification, the commen-speeificationsthe S e e e e
of relevant bodies or expert groups Commission shall gathertake into Commisston-shalleathertheviews Connmissionshetlgathertheviews
established under relevant sectoral account the views of relevant bodies | efrelevantbedies-orexpert-groups el ol np ep oo
Union legislation. Based on that B e e e established-underrelevantseetoral establishedimder-relevantsectoral
consultation, the Commission shall pebereiiaetaral- Lo lestdedion: | Unionlegislation—Based-onthat Liiopfestbdarton— e edb e thed
prepare the draft implementing act. Lreseeil o thermmm e ton—the consultationthe- Commissionshall | condeion—heConmbedondadl
Commissionand shall prepare-the preparethe-draftimplementingact, | prosescrhe ol lenolomael,
draft-implenenting-actduly consult | unless amended or repealed in unless amended or repealed in
all relevant stakeholders. accordance with paragraph 5. accordance with paragraph 5.
Artlcle 5, first paragraph, point (1), amending provision, numbered paragraph (2a) |

l 262a
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

2a. Before preparing the draft
implementing act referred to in
paragraph 1, the Commission
shall inform the committee
referred to in Article 22 of
Regulation (EU) No 1025/2012
that it considers that the
conditions in paragraph 1 have
been fulfilled. When preparing the
draft implementing act referred to
in paragraph 1, the Commission
shall take into account the views of
relevant bodies or expert groups
established under this Regulation
and shall duly consult all relevant
stakeholders.

2a. Before preparing the draft
implementing act referred to in
paragraph 1, the Commission shall
inform the committee referred to in
Article 22 of Regulation (EU) No
1025/2012 that it considers that the
conditions in paragraph 1 have
been fulfilled. When preparing the
draft implementing act referred to
in paragraph 1, the Commission
shall take into account the views of
relevant bodies or expert groups
established under this Regulation
and shall duly consult all relevant
stakeholders.

| Article 5,

first paragraph, point (1), amending provision, numbered paragraph (3)

263

3. Without prejudice to Articles 4
and 6, the methods and the criteria
provided in the common
specifications adopted pursuant to
paragraph 1 of this Article, may be
used for assessing and declaring the
performance of construction
products covered by those common
specifications in relation to their
essential characteristics.

3. Without prejudice to Articles 4
and 6, the methods and the criteria
provided in the common
specifications adopted pursuant to
paragraph 1 of this Article, may be
used for assessing and declaring the
performance of construction
products covered by those common
specifications in relation to their
essential characteristics.

3. Without prejudice to Articles 4
and 6, the methods and the criteria
provided in the standards and
common specifications referred to
in-adepted-pursuant-te paragraph 1
of this-Artiele, or parts thereof,
may be used for assessing and
declaring the performance of
construction products covered by
those standards or common
specifications in relation to their
essential characteristics.
Declaration of performance based
on the standards or the common
specifications referred to in the
implementing act referred to in

3. Without prejudice to Articles 4
and 6, the methods and the criteria
provided in the standards or
common specifications adopted

pursuant-toreferred to in paragraph
1, or parts thereof-ofthisArticte,

may be used for assessing and
declaring the performance of
construction products covered by
those standards or common
specifications in relation to their
essential characteristics. Declaration
of performance based on the
standards or the common
specifications referred to in the
implementing act referred to in
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Commission Proposal

EP Mandate

_ Council Mandate

paragraph 1 shall automatically
cease to apply on the day the
Single Market Emergency mode
expires or is deactivated.

Draft Agreement

paragraph 1 shall automatically
cease to apply on the day the
internal market emergency mode
expires or is deactivated,

| Article 5,

first paragraph, point (1), amending provision, numbered paragraph (4)

264

4. By way of derogation from
Article 59a(3), first subparagraph,
declaration of performance in
compliance with the common
specifications referred to in
paragraph 1 of this Article regarding
construction products which have
been placed on the market shall not
be affected by the subsequent expiry
or repeal of the implementing act,
which has laid down those common
specifications, unless there is
sufficient reason to believe that
construction products covered by
those common specifications present
a risk or do not achieve the declared
performance.

4. By way of derogation from
Article 59a(3), first subparagraph,
declaration of performance in
compliance with the common
specifications referred to in
paragraph 1 of this Article regarding
construction products which have
been placed on the market shall not
be affected by the subsequent expiry
or repeal of the implementing act,
which has laid down those common
specifications, unless there is
sufficient reason to believe that
construction products covered by
those common specifications present
a risk or do not achieve the declared
performance.

4. By way of derogation from
Article 59a(3), first subparagraph,
eclagati - .
complianee-with-theunless there is

sufficient reason to believe that
construction products covered by
those standards or common
specifications referred-to-in

paragrapht-of this Artiele

regardingpresent a risk to the
health and safety or fail to achieve

the declared performance,
declaration of performance of
construction products which have
been placed on the market shall-net

be-affected-by-the-subsequent-expiry

performaneein compliance with the

standards or common
specifications referred to in
paragraph 1 shall remain valid
after the expiry or repeal of the

4. By way of derogation from
Article 59a(3), first-subpearasraph;
ecompliance-with-the-unless there is

sufficient reason to believe that
construction products covered by
the standards or common
specifications referred to in
paragraph 1 present a risk to the
health or safety of persons or fail to
achieve the declared performance,
the declaration of performance ofof
thisArtieleregarding construction
products which have been placed on
the market shaH-not-be-affected-by
e egie it e e el ol

pertormeaneein compliance with the

standards or common specifications
referred to in paragraph 1 shall
remain valid after the expiry or
repeal of an implementing act
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

implementing act adopted
pursuant to paragraph 2 and after
the expiry or deactivation of the
Single Market Emergency mode in
accordance with [the SMEI
Regulation].

adopted pursuant to paragraph 2
and after the expiry or deactivation
of the internal market emergency
mode in accordance with the
IMERA Regulation.

Article 5,

first paragraph, point (1), amending pr

ovision, numbered paragraph (5)

5. When a Member State considers
that a common specification referred
to in paragraph 1 is incorrect in
terms of criteria and methods for the
assessment of performance in
relation to essential characteristics, it
shall inform the Commission thereof
with a detailed explanation and the

5. When a Member State considers
that a common specification referred
to in paragraph 1 is incorrect in
terms of criteria and methods for the
assessment of performance in
relation to essential characteristics, it
shall inform the Commission thereof
with a detailed explanation and the

5. When a Member State considers
that a standard or common
specification referred to in paragraph
1 is incorrect in terms of criteria and
methods for the assessment of
performance in relation to essential
characteristics, it shall inform the
Commission thereof withby

5. When a Member State considers
that a standard or common
specification referred to in paragraph
1 is incorrect in terms of criteria and
methods for the assessment of
performance in relation to essential
characteristics, it shall inform the
Commission thereof withby

265 Commission shall assess that Commission shall assess that submitting a detailed explanation submitting a detailed explanation
information and, if appropriate, information. The Commission may | and the Commission shall assess that | a#d, The Commission shall assess
amend or withdraw the and—if-appropriate; amend, where informationdetailed explanation that informeation-and—ifdetailed
implementing at establishing the appropriate,-or-vithdrew the and, if appropriate, amend or explanation and, may, where
common specification in question implementing at establishing the withdrawrepeal the implementing appropriate, amend or

common specification in question-, atact listing the standard or withdrewrepeal the implementing
establishing the common atact listing the standard or
specification in question-. establishing the common
specification in question-,
| Article 5, first paragraph, point (1), amending provision, Article
Article 59¢
266 | Adoption of mandatory common deleted deleted deleted

specifications

| Article 5, first paragraph, point (1), amending provision, numbered paragraph (1)
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Commission Proposal

1. In duly justified cases, the
Commission is empowered to adopt
implementing acts establishing
mandatory common specifications to
cover the methods and the criteria
for assessing the performance of
construction products which have
been designated as crisis-relevant
goods.

EP Mandate

deleted

_ Council Mandate

deleted

Draft Agreement

deleted

| Article 5,

first paragraph, point (1), amending pr

ovision, numbered paragraph (2)

268

2. The implementing acts referred to
in paragraph 1 of this Article shall
be adopted following a consultation
of the Standing Committee on
Construction and in accordance with
the examination procedure referred
to in Article 64(2a). They shall apply
to construction products placed on
the market until the last day of the
period for which the Single Market
emergency remains active. In the
early preparation of the draft
implementing acts establishing the
common specifications, the
Commission shall gather the views
of relevant bodies or expert groups
established under relevant sectoral
Union legislation. Based on that
consultation, the Commission shall
prepare the draft implementing act.

deleted

deleted

deleted

| Article 5, first paragraph, point (1), amending provision, numbered paragraph (3)
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Commission Proposal

3. By way of derogation from
Article 59a(3), first subparagraph,
unless there is sufficient reason to
believe that the construction
products covered by the mandatory
common specifications referred to in
paragraph 1 of this Article present a
risk to the health or safety of
persons, the construction products in
compliance with those common
specifications which have been
placed on the market shall be
deemed compliant with this
Regulation after the expiry or repeal
of an implementing act adopted
pursuant to paragraph 2 of this
Article and after the expiry or
deactivation of the Single Market
Emergency mode in accordance with
[the SMEI Regulation].

EP Mandate

deleted

_ Council Mandate

deleted

Draft Agreement

deleted

| Article 5,

first paragraph, point (1), amending provision, Article

270

Article 59f

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Article 59f

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Article 59f
Article 59f
Prioritisation of market surveillance
activities and mutual assistance
among authorities

Article 59f
R

Prioritisation of market surveillance
activities and mutual assistance
among authorities

Text Origin: Council Mandate

Article 5,

first paragraph, point (1), amending provision, numbered paragraph (1)

271
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Commission Proposal

1. Member States shall prioritise the
market surveillance activities for
construction products designated as
crisis-relevant goods.

EP Mandate

1. Member States shall prioritise the
market surveillance activities for
construction products designated as
crisis-relevant goods.

_ Council Mandate

1. Member States shall prioritise the
market surveillance activities for
construction products designated as
crisis-relevant goods. The
Commission shall facilitate
coordination of these efforts
through the Union Product
Compliance Network established
under Article 29 of Regulation
(EU) 2019/1020.

Draft Agreement

1. Member States shall prioritise the
market surveillance activities for
construction products designated as
crisis-relevant goods._The
Commission shall facilitate
coordination of these efforts
through the Union Product
Compliance Network established
under Article 29 of Regulation
(EU) 2019/1020.

| Article 5,

first paragraph, point (1), amending provision, numbered paragraph (2)

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market
surveillance authorities during a
Single Market emergency, including
by mobilising and dispatching expert
teams to temporarily reinforce the

2. The market surveillance
authorities of the Member States
shall deploy-theirensure best efforts
are made to provide assistance to
other market surveillance authorities
during e-Sinelean internal market
emergency, including by mobilising
and dispatching expert teams to

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market
surveillance authorities during a
Single Market emergency, including
by mobilising and dispatching expert
teams to temporarily reinforce the

2. The market surveillance
authorities of the Member States
shall deploy-theirensure that best
efforts are made to provide
assistance to other market
surveillance authorities during a
Singteinternal market emergency,
including by mobilising and

272 staff of market surveillance temporarily reinforce the staff of staff of market surveillance dispatching expert teams to
authorities requesting assistance or market surveillance authorities authorities requesting assistance or temporarily reinforce the staff of
by providing logistical support such | requesting assistance or by providing | by providing logistical support such | market surveillance authorities
as reinforcement of the testing logistical support such as as reinforcement of the testing requesting assistance or by providing
capacity for construction products reinforcement of the testing capacity | capacity for construction products logistical support such as
designated as crisis-relevant goods. | for construction products designated | designated as crisis-relevant goods. | reinforcement of the testing capacity

> | as crisis-relevant goods. > | for construction products designated
’ as crisis-relevant goods.
| Article 5, first paragraph, point (2)
273

(2) In Article 64, the following

(2) In Article 64, the following

(2) In Article 64, the following

(2) In Article 64, the following
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement
paragraph 2a is inserted: paragraph 2a is inserted: paragraph 2a is inserted: paragraph 2a is inserted:
Text Origin: Commission
Proposal
Article 5, first paragraph, point (2), amending provision, first paragraph |
2a. Where reference is made to this | 2a. Where reference is made to this | 2a. Where reference is made to this | 2a. Where reference is made to this
paragraph, Article 5 of Regulation paragraph, Article 5 of Regulation paragraph, Article 5 of Regulation paragraph, Article 5 of Regulation
274 (EU) No 182/2011 shall apply. (EU) No 182/2011 shall apply. (EU) No 182/2011 shall apply. (EU) No 182/2011 shall apply.
Text Origin: Commission
Proposal
| Article 5a |
Article 5a Article 5a
Amendments to Regulation (EU) Amendments to Regulation (EU)
274a 2023/1230 2023/1230
Text Origin: Council Mandate
| Article 5a, first paragraph |
Regulation (EU) 2023/1230 is Regulation (EU) 2023/1230 is
274b amended as follows: amended as follows:
Text Origin: Council Mandate
| Article 5a, first paragraph, point (1) |
274c¢ . . , . .
(1) In Article 3 the following (1) In Article 3 the following points
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Commission Proposal EP Mandate

_ Council Mandate

points is are added:

Draft Agreement
are added:

Text Origin: Council Mandate

| Article 53, first paragraph, point (1), amending provision, first paragraph

274d

n

(37) ‘crisis-relevant goods’
means ‘crisis-relevant goods’
within the meaning of Article 3,
point (6) of Regulation (EU) .../....
[SMEI Regulation];

3

(37) _‘crisis-relevant goods’ means
‘crisis-relevant goods’ within the
meaning of Article 3, point (6) of
Regulation (EU) .../.... IMERA
Regulation];

Text Origin: Council Mandate

| Article 53, first paragraph, point (1), amending provision, second paragraph

274e

(38) ‘Single Market Emergency’
means ‘Single Market Emergency’
within the meaning of Article 3,
point (3) of Regulation (EU) .../...
[SMEI Regulation].;

means ‘internal market emergency’
within the meaning of Article 3,
point (3) of Regulation (EU) .../...

[IMERA Regulation];

b

Text Origin: Council Mandate

| Article 5a, first paragraph, point (2)

274f

(2) The following Chapter IVa is
inserted after Chapter IV:

(2) The following Chapter 1Va is
inserted after Chapter 1V:

Text Origin: Council Mandate

| Article 5a, first paragraph, point (2), amending provision, chapter i

(38) ‘internal market emergency’ |
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Commission Proposal

274g

EP Mandate

_ Council Mandate

Chapter IVa

n

EMERGENCY PROCEDURES

Draft Agreement

Chapter IVa

EMERGENCY PROCEDURES

Text Origin: Council Mandate

| Article 5a, first paragraph, point (2), amending provision, article

274h

Article 25a
Application of emergency
procedures

Article 25a
Application of emergency

procedures

Text Origin: Council Mandate

| Article 53, first paragraph, point (2), amending provision, article(1)

2741

1. Articles 25b to 25e shall only
apply if the Commission has
adopted an implementing act
pursuant to Article 23 of [the
SMEI Regulation] activating
Article 26 of [the SMEI
Regulation] with respect to
machinery and related products
covered by this Regulation.

1. Articles 25b to 25¢ of this
Regulation shall only apply if the
Commission has adopted an

implementing act pursuant to
Article 26 of the IMERA

Regulation.

| Article 5a, first paragraph, point (2), amending provision, article(2)

274

2. Articles 25b to 25e apply
exclusively to machinery and
related products, which have been
designated as crisis-relevant goods
pursuant to Article 14 of [the

2. Articles 25b to 25¢ apply
exclusively to machinery and
related products, which have been
designated as crisis-relevant goods

pursuant to Article 14(3) of the
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Commission Proposal EP Mandate

_ Council Mandate
SMEI Regulation].

Draft Agreement
IMERA Regulation.

| Article 5a, first paragraph, point (2), amending provision, article(3)

274k

3. Articles 25b to 25e, except as
regards the power of the
Commission in Article 25d(5),
shall apply only during the Single
Market emergency mode activated
in accordance with Article 14 of
[the SMEI Regulation].

3. Articles 25b to 25e, except as
regards the power of the
Commission in Article 25d(5), shall
apply only during the internal
market emergency mode activated
in_accordance with Article 14 of the
IMERA Regulation.

| Article 5a, first paragraph, point (2), amending provision, article(4)

2741

However, Article 25¢(4) shall
apply during the Single Market
emergency mode and after its
deactivation or expiry.

emergency mode and after its
deactivation or expiry.

| Article 53, first paragraph, point (2), amending provision, article(5)

274m

4. The Commission may adopt
implementing acts regarding the
corrective or restrictive actions to
be taken, the procedures to be
followed and the specific labelling
and traceability requirements with
respect to machinery and related
products placed on the market or
put into service in accordance with
Articles 25¢ to 25d. Those
implementing acts shall be
adopted in accordance with the

5. The Commission may adopt
implementing acts regarding the
corrective or restrictive actions to
be taken, the procedures to be
followed and the specific labelling

and traceability requirements with
respect to machinery and related
products placed on the market or
put into service in accordance with
Articles 25c¢ to 25d. Those
implementing acts shall be adopted
in_accordance with the examination

4. However, Article 25¢(4) shall
apply during the internal market
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EP Mandate

Commission Proposal

_ Council Mandate

examination procedure referred to
in Article 48(3).

Draft Agreement

procedure referred to in Article

48(3).

Article 5a, first paragraph, point (2), amending provision, article

274n

Article 25b
Prioritisation of the conformity
assessment of crisis-relevant
machinery and related products

Article 25b
Prioritisation of the conformity
assessment of crisis-relevant
machinery and related products

Text Origin: Council Mandate

| Article 5a, first paragraph, point (2), amending provision, article(1)

2740

1. This Article shall apply to all
types of machinery and related
products designated as crisis-
relevant goods, which are subject
to conformity assessment
procedures in accordance with
Article 25 requiring mandatory
involvement of a notified body.

1. This Article shall apply to all
types of machinery and related
products designated as crisis-
relevant goods, which are subject to
conformity assessment procedures
in_accordance with Article 25
requiring mandatory involvement
of a notified body.

| Article 5a, first paragraph, point (2), amending provision, article(2)

274p

2. The notified bodies shall
process all applications for
conformity assessment of
machinery and related products
designated as crisis-relevant goods
as a matter of priority,
irrespective of whether they have
been lodged before or after the

2. The notified bodies shall make
best efforts to process all
applications for conformity
assessment of machinery and
related products designated as
crisis-relevant goods as a matter of
priority, irrespective of whether

they have been lodged before or
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Commission Proposal EP Mandate

Draft Agreement

_ Council Mandate

activation of the emergency
procedures pursuant to Article
25a.

dfter the activation of the
emergency procedures pursuant to
Article 25a.

Article 5a, first paragraph, point (2), amending provision, article(3)

274q

3. The prioritisation of
applications for conformity
assessment of machinery and
related products pursuant to
paragraph 2 shall not give rise to
disproportionate additional costs
for the manufacturers, who have
lodged those applications.

3. The prioritisation of applications
for conformity assessment of

machinery and related products
pursuant to paragraph 2 shall not
give rise to additional
disproportionate additional costs
for the manufacturers, who have

lodged those applications.

| Article 5a, first paragraph, point (2), amending provision, article(4)

274r

testing capacities for machinery
and related products designated as
crisis-relevant goods in respect of
which they have been notified.

| Article 5a, first paragraph, point (2), amending provision, article

274s

Article 25¢
Derogation from conformity
assessment procedures requiring
mandatory involvement of a
notified body

Article 25¢
Derogation from conformity
assessment procedures requiring
mandatory involvement of a

notified body

Text Origin: Council Mandate

4. The notified bodies shall make
reasonable efforts to increase their
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Commission Proposal

_ Council Mandate

Draft Agreement

| Article 5a, first paragraph, point (2), amending provision, article(1)

274t

1. By way of derogation from
Article 25, any competent national
authority may authorise, on a duly
justified request, the placing on
the market or putting into service
within the territory of the Member
State concerned, of specific
machinery and related products
which have been designated as
crisis-relevant goods and for
which the conformity assessment
procedures requiring the
mandatory involvement of a
notified body, referred to in
Article 25, have not been carried
out by a notified body but for
which the compliance with all the
applicable essential requirements
has been demonstrated in
accordance with procedures
referred to in that authorisation.

1. By way of derogation from

Article 25, any competent national
authority may authorise, on a duly
justified request from an economic

operator, the placing on the market
or putting into service within the
territory of the Member State
concerned, of specific machinery or
related products which have been
designated as crisis-relevant goods
and for which the conformity
assessment procedures requiring
the mandatory involvement of a
notified body, referred to in Article
25, have not been carried out by a
notified body but for which the
compliance with all the applicable
essential requirements has been
demonstrated in accordance with
procedures referred to in that
authorisation.

| Article 5a, first paragraph, point (2), amending provision, article(2)

274u

1b. On duly justified imperative
grounds of urgency relating to the
need to preserve the health and
safety of persons, the Commission
shall adopt immediately applicable
implementing acts in accordance
with the procedure referred to in

1b. On duly justified imperative
grounds of urgency relating to the
need to preserve the health and
safety of persons, the Commission
shall adopt immediately applicable
implementing acts in accordance
with the procedure referred to in
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Commission Proposal

_ Council Mandate
Article 48(4).

Draft Agreement
Article 48(4).

| Article 5a, first paragraph, point (2), amending provision, article(3)

274v

2. The manufacturer of
machinery or the related products
subject to the authorisation
procedure referred to in
paragraph 1 shall declare on his
sole responsibility that the
machinery or the related products
concerned comply with all the
applicable essential requirements
set out in Annex III and shall be
responsible for the fulfilment of all
the conformity assessment
procedures indicated by the
competent national authority.

products concerned comply with all
the applicable essential
requirements set out in Annex I11
and shall be responsible for the
fulfilment of all the conformity

assessment procedures indicated by
the competent national authority.

| Article 53, first paragraph, point (2), amending provision, article(4)

274w

3. Any authorisation issued by a
national competent authority
pursuant to paragraph 1 shall set
out the conditions and
requirements under which the
machinery or the related products
may be placed on the market or
put into service. The authorisation
shall at least set out the following:

3. Any authorisation issued by a
national competent authority
pursuant to paragraph 1 shall set

out the conditions and requirements
under which the machinery or the
related products may be placed on
the market or put into service. The
authorisation shall at least set out

the following:

| Article 5a, first paragraph, point (2), amending provision, article(4), point (a)

l 274x

2. The manufacturer of machinery
or the related products subject to
the authorisation procedure
referred to in paragraph 1 shall
declare on his sole responsibility
that the machinery or the related
|
|
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_ Council Mandate

(a) a description of the
procedures, by means of which
compliance with the applicable
essential requirements was
successfully demonstrated;

Draft Agreement

(a) adescription of the procedures,
by means of which compliance with
the applicable essential
requirements was successfully
demonstrated;

Article 5a, first paragraph, point (2), amending provision, article(4), point (b)

274y

(b) any specific requirements
regarding the traceability of the
machinery and the related
products concerned;

(b) any specific requirements
regarding the traceability of the
machinery and the related products
concerned;

| Article 5a, first paragraph, point (2), amending provision, article(4), point (c)

274z

(c) an end date of validity of the
authorisation, which cannot go
beyond the last day of the period
for which the Single Market
emergency mode has been
activated in accordance with
Article 14 [the SMEI Regulation];

authorisation, which cannot go
beyond the last day of the period for
which the internal market
emergency mode has been activated
in accordance with Article 14 of the
IMERA Regulation;

| Article 5a, first paragraph, point (2), amending provision, article(4), point (d)

274aa

(d) any specific requirements
regarding the need to ensure the
continuous conformity assessment
with respect to the machinery and
the related products concerned;

(d) any specific requirements
regarding the need to ensure the
continuous conformity assessment
with respect to the machinery and
the related products concerned;

| Article 5a, first paragraph, point (2), amending provision, article(4), point (e)

|

|
(c) an end date of validity of the |

|

|
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Commission Proposal EP Mandate

274ab

_ Council Mandate

(e¢) measures to be taken with
respect to the machinery or the
related products placed on the
market upon expiry of the Single
Market emergency.

Draft Agreement

(e) measures to be taken with
respect to the machinery or the
related products placed on the
market upon expiry of the internal
market emergency.

Article 5a, first paragraph, point (2), amending provision, article(5)

274ac

4. By way of derogation from
Articles 4, 23 and 24, machinery
or the related products, for which
an authorisation has been granted
in accordance with paragraph 1
shall not bear the CE marking and
Article 4 shall not apply.

4. By way of derogation from
Articles 4, 23 and 24, machinery or
the related products, for which an
authorisation has been granted in
accordance with paragraph 1 shall
not bear the CE marking and
Article 4 shall not apply.

| Article 5a, first paragraph, point (2), amending provision, article(6)

274ad

6. The use of the authorisation
procedure set out in paragraphs 1
to 1c does not affect the
application of the relevant
conformity assessment procedures
laid down in Article 25 on the
territory of the Member State
concerned.

6. The use of the authorisation
procedure set out in paragraphs 1
to Ic does not affect the application
of the relevant conformity
assessment procedures laid down in
Article 25 on the territory of the
Member State concerned.

| Article 5a, first paragraph, point (2), amending provision, article(7), first subparagraph

274ae

1a. The Member State shall
immediately inform the
Commission and the other

2. The Member State shall
immediately inform the
Commission and the other Member
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EP Mandate

_ Council Mandate

Draft Agreement

Member States of any
authorisation granted in
accordance with paragraph 1.
Unless the requirements set in the
authorisation do not ensure the
conformity with the essential
requirements laid down in Annex
III to this Regulation, the
Commission shall without delay
adopt an implementing act
extending for a limited period of
time the validity of the
authorisation granted by a
Member State in accordance with
paragraph 1 to the territory of the
Union and set the conditions
under which the specific
machinery or the related products
may be placed on the market or
put into service. When preparing
the draft implementing act, the
Commission may request national
market surveillance authorities to
provide relevant information or
comments regarding the technical
assessment that served as the basis
for the authorisation referred to in
paragraph 1. The implementing
act shall be adopted in accordance
with the examination procedure
referred to in Article 48(3).

States of any authorisation granted
in_accordance with paragraph 1.
Unless the requirements set in the
authorisation do not ensure the
conformity with the applicable
essential requirements laid down in
Annex I1I to this Regulation, the
Commission shall without delay
adopt an implementing act
extending for a limited period of
time the validity of the
authorisation granted by a Member
State in accordance with paragraph
1 to the territory of the Union and
set the conditions under which the
specific machinery or the related
products may be placed on the
market or put into service. When
preparing the draft implementing
act, the Commission may request
national market surveillance
authorities to provide relevant
information or comments regarding
the technical assessment that served
as the basis for the authorisation
referred to in paragraph 1. The
implementing act shall be adopted
in_accordance with the examination
procedure referred to in Article

48(3).

| Article 53, first paragraph, point (2), amending provision, article(7), second subparagraph

274af

The specific machinery or the

The specific machinery or the
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Draft Agreement

_ Council Mandate

related products subject to the
extension of validity referred to in
the first subparagraph shall bear
the information that they are
placed on the market or put into
service as a “crisis-relevant
goods”. The implementing act
referred to in the first
subparagraph shall specify the
modalities of that information.
That information, as well as any
labelling, shall be clear,
understandable and intelligible
and, where relevant, in a language
which can be easily understood by
consumers and other end-users, as
determined by the Member State
concerned.

related products subject to the
extension of validity referred to in
the first subparagraph shall bear
the information that they are placed
on the market or put into service as
a “crisis-relevant goods”. The
implementing act referred to in the
first subparagraph shall specify the

modalities of that information. That
information, as well as any
labelling, shall be clear,
understandable and intelligible and,
where relevant, in a language
which can be easily understood by
consumers and other end-users, as
determined by the Member State
concerned,

| Article 53, first paragraph, point (2), amending provision, article(8), first subparagraph

274ag

1c. Aslong as an implementing
act referred to in paragraphs 1a or
1b is not adopted, the
authorisation granted by a
competent national authority in
one Member State shall be valid
only on the territory of the issuing
Member State, as well as on the
territories of any other Member
States whose competent national
authorities have recognised the
validity of that authorisation
before the adoption of the said
implementing act.

Ic. Aslong as an implementing act
referred to in paragraphs la or 1b
is not adopted, the authorisation
granted by a competent national
authority in one Member State shall
be valid only on the territory of the
issuing Member State, as well as on
the territories of any other Member
States whose competent national
authorities have recognised the
validity of that authorisation before
the adoption of the said
implementing act.
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Draft Agreement

| Article 5a, first paragraph, point (2), amending provision, article(8), second subparagraph

I 274ah

Member States shall inform the
Commission and the other
Member States of any decision to
recognise the validity of that
authorisation.

Member States shall inform the
Commission and the other Member
States of any decision to recognise
the validity of that authorisation.

| Article 53, first paragraph, point (2), amending provision, article(9), first subparagraph

‘ 274ai

5. The market surveillance
authorities of a Member State,
where an authorisation pursuant
to paragraphs 1, 1a and 1c is valid
shall be entitled to take all
corrective and restrictive actions
at national level provided for
under Regulation (EU) 2019/1020
and under this Regulation with
respect to such machinery and the
related products.

5. The market surveillance
authorities of a Member State,
where an authorisation pursuant to
paragraphs 1, 1a and Ic is valid
shall be entitled to take all
corrective and restrictive actions at
national level provided for under
Regulation (EU) 2019/1020 and
under this Regulation with respect
to such machinery and the related

products.

| Article 5a, first paragraph, point (2), amending provision, article(9), second subparagraph

274aj

They shall immediately inform the
Commission and the market
surveillance authorities of other
Member States of these actions.

They shall immediately inform the
Commission and the market
surveillance authorities of other
Member States of these actions.

| Article 5a, first paragraph, point (2), amending provision, article

l 274ak
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Article 25d Article 25d
Presumption of conformity based Presumption of conformity based
on standards and common on standards and common
specifications specifications

Text Origin: Council Mandate

| Article 53, first paragraph, point (2), amending provision, article(1)

1. Where machinery or the 1. Where machinery or the related
related products have been products have been designated as
designated as crisis-relevant crisis-relevant goods, the

goods, the Commission is Commission is empowered to adopt

empowered to adopt implementing | implementing acts, listing
acts, listing appropriate standards | appropriate standards or

274al

or establishing common establishing common specifications
specifications for such machinery | for such machinery or the related
or the related products to cover products to cover the applicable
the essential requirements set out | essential requirements set out in
in Annex III in either of the Annex Il in either of the following
following cases: cases:
Article 5a, first paragraph, point (2), amending provision, article(1), point (a) |
(a) no reference to harmonised (a) the relevant European
standards covering the relevant standardisation organisations have
essential requirements set out in not adopted the relevant
274am Annex III is published in the harmonised standards requested by |
Official Journal of the European the Commission on the basis of a
Union in accordance with pre-existing standardisation request
Regulation (EU) No 1025/2012; adopted on the basis of Article 10(1)
of Regulation (EU) No 1025/2012;
Article 5a, first paragraph, point (2), amending provision, article(1), point (aa)
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement

(aa) the request issued by the
Commission on the basis of Article
10(1) of Regulation (EU) No
274an 1025/2012 which contained the ,
relevant harmonised standard was
not accepted by the relevant

European standardisation
organisations;

Article 5a, first paragraph, point (2), amending provision, article(1), point (ab)

(ab) the harmonised standards
addressing that request are not
274a0 delivered within the deadline setin | v
accordance with Article 10(1) of
Regulation (EU) No 1025/2012;

Article 5a, first paragraph, point (2), amending provision, article(1), point (ac)

(ac) the harmonised standards

adopted on the basis of a pre-

274ap . . v
existing standardisation request do

not comply with the request;

Article 53, first paragraph, point (2), amending provision, article(1), point (ad)

(ad) no reference to harmonised
standards covering the relevant
274aq essential requirements set out in v
Annex I has been published in the
Official Journal of the European
Union in accordance with
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_ Council Mandate

Draft Agreement

Regulation (EU) No 1025/2012 and
no such reference is expected to be
published within a reasonable

period;

Article 5a, first paragraph, point (2), amending provision, article(1), point (b)

274ar

(b) severe disruptions in the
functioning of the Single Market,
which led to the activation of the
Single Market emergency mode in
accordance with Article 14 of [the
SMEI Regulation], significantly
restrict the possibilities of
manufacturers to make use of the
harmonised standards covering
the relevant essential
requirements set out in Annex I in
this Regulation and already
published in the Official Journal
of the European Union in
accordance with Regulation (EU)
No 1025/2012.

(b) severe disruptions in the
functioning of the internal market,
which led to the activation of the
internal market emergency mode in
accordance with Article 14 of the
IMERA Regulation, significantly
restrict the possibilities of
manufacturers to make use of the
harmonised standards covering the
relevant applicable essential
requirements set out in Annex I in
this Regulation and already
published in the Official Journal of
the European Union in accordance
with Regulation (EU) No
1025/2012.

| Article 5a, first paragraph, point (2), amending provision, article(2)

274as

1la. The implementing acts
referred to in paragraph 1 may:

la. The implementing acts referred
to in paragraph 1 shall deploy the
most appropriate alternative
technical solution for the purposes
of providing a presumption of
conformity in accordance with
paragraph 3. To this end, the
implementing act may publish the

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 and (EU) No 305/2011 as regards
emergency procedures for the conformity assessment, adoption of common specifications and market surveillance due to a Single Market emergency (Text with EEA relevance) 2022/0279(COD) 11-02-
2024 at 10h01 197/205



Commission Proposal EP Mandate

_ Council Mandate

Draft Agreement

references to European standards,
to relevant applicable international
or national standards or, if there is
no relevant applicable European,
international or national standard,
may establish common

| Article 53, first paragraph, point (2), amending provision, article(2), point (a)

274at

(a) publish the references to
relevant applicable international
standards that provide
presumption of conformity in
accordance with paragraph 3;

| Article 5a, first paragraph, point (2), amending provision, article(2), point (b)

274au

(b) if there is no relevant
applicable international standards
as referred to in point a of this
paragraph that cover the essential
requirements set out in Annex IIT
to this Regulation, publish the
references to the European
standards that provide
presumption of conformity in
accordance with paragraph 3;

deleted

| Article 5a, first paragraph, point (2), amending provision, article(2), point (c)

274av

(c) if there is no relevant
applicable international or

deleted

specifications. |
deleted I
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_ Council Mandate

European standard as referred to
in points a and b, that cover the
essential requirements set out in
Annex III to this Regulation,
establish common specifications
established by the Commission
that provide presumption of
conformity in accordance with
paragraph 3;

Draft Agreement

| Article 5a, first paragraph, point (2), amending provision, article(2), point (d)

274aw

(d) if there is no relevant
applicable international standard,
European standard or common
specifications as referred to in
points a, b and ¢, publish the
reference to national standards
that provide presumption of
conformity in accordance with
paragraph 3.

deleted

| Article 5a, first paragraph, point (2), amending provision, article(3)

274ax

2. The implementing acts referred
to in paragraph 1 shall be adopted
in accordance with the
examination procedure referred to
in Article 48(3). They shall apply
until the last day of the period for
which the Single Market
emergency mode remains active,
unless amended or repealed in
accordance with paragraph 5.

2. The implementing acts referred
to in paragraph 1 shall be adopted
in accordance with the examination
procedure referred to in Article
48(3). They shall apply until the last
day of the period for which the
Single Market emergency mode
remains active, unless amended or
repealed in accordance with

paragraph 5.
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| Article 5a, first paragraph, point (2), amending provision, article(4)

274ay

2a. Before preparing the draft
implementing act referred to in
paragraph 1, the Commission
shall inform the committee
referred to in Article 22 of
Regulation (EU) No 1025/2012
that it considers that the
conditions in paragraph 1 have
been fulfilled. When preparing the
draft implementing act referred to
in paragraph 1, the Commission
shall take into account the views of
relevant bodies or expert group
established under the Regulation.

2a Before preparing the draft
implementing act referred to in
paragraph 1, the Commission shall

inform the committee referred to in
Article 22 of Regulation (EU) No
1025/2012 that it considers that the
conditions in paragraph 1 have
been fulfilled, When preparing the
draft implementing act referred to
in paragraph 1, the Commission
shall take into account the views of
relevant bodies or expert group
established under the Regulation.

| Article 53, first paragraph, point (2), amending provision, article(5)

274az

3. Without prejudice to Article 20,
machinery and the related
products which are in conformity
with the standards or common
specifications referred to in
paragraph 1, or parts thereof,
shall be presumed to be in
conformity with the essential
requirements set out in Annex II1
covered by those standards,
common specifications or parts
thereof. The presumption of
conformity provided by the
standards or the common

3. Without prejudice to Article 20,
machinery and the related products
which are in conformity with the
standards or common specifications
referred to in paragraph 1, or parts
thereof, shall be presumed to be in
conformity with the applicable
essential requirements set out in
Annex I1I covered by those
standards, common specifications
or parts thereof. The presumption
of conformity provided by the
standards or the common
specifications referred to in the
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_ Council Mandate

Draft Agreement

specifications referred to in the
implementing act referred to in
paragraph 1 shall automatically
cease to apply on the date the
Single Market Emergency mode
expires or is deactivated.

implementing act referred to in
paragraph 1 shall automatically

cease to apply on the date the
internal market emergency mode
expires or is deactivated.

Article 5a, first paragraph, point (2), amending provision, article(6)

274ba

4. By way of derogation from
Article 25a(3), first subparagraph,
unless there is sufficient reason to
believe that the machinery and the
related products covered by the
standards or common
specifications referred to in
paragraph 1 present a risk to the
health or safety of persons, the
machinery and the related
products which are in conformity
with those standards or common
specifications and which have been
placed on the market or put into
service shall be deemed compliant
with the essential requirements set
out in Annex III to this Regulation
after the expiry or repeal of an
implementing act adopted
pursuant to paragraph 2 and after
the expiry or deactivation of the
Single Market Emergency mode in
accordance with [the SMEI
Regulation].

4. By way of derogation from
Article 25a(3), first subparagraph,
unless there is sufficient reason to
believe that the machinery and the
related products covered by the
standards or common specifications
referred to in paragraph 1 present a
risk to the health or safety of
persons, the machinery and the
related products which are in
conformity with those standards or
common specifications and which
have been placed on the market or
put into service shall be deemed

compliant with the applicable
essential requirements set out in
Annex I1I to this Regulation after
the expiry or repeal of an
implementing act adopted pursuant
to paragraph 2 and after the expiry
or deactivation of the internal
market emergency mode in
accordance with the IMERA

Regulation.

| Article 5a, first paragraph, point (2), amending provision, article(7)
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_ Council Mandate
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274bb

5. When a Member State
considers that a standard or
common specification referred to
in paragraph 1 does not entirely
satisfy the essential requirements
set out in Annex III, it shall inform
the Commission thereof by
submitting a detailed explanation.
The Commission shall assess that
detailed explanation and, if
appropriate, amend or repeal the
implementing act listing the
standard or establishing the
common specification in question.

5. When a Member State considers
that a standard or common
specification referred to in
paragraph 1 does not entirely

satisfy the applicable essential
requirements set out in Annex I11,
it shall inform the Commission
thereof by submitting a detailed
explanation. The Commission shall
assess that detailed explanation
and, if appropriate, amend or
repeal the implementing act listing
the standard or establishing the
common specification in question.

| Article 5a, first paragraph, point (2), amending provision, article

274bc

Article 25e
Prioritisation of market
surveillance activities and mutual
assistance among authorities

Article 25¢
Prioritisation of market
surveillance activities and mutual
assistance among authorities

Text Origin: Council Mandate

| Article 5a, first paragraph, point (2), amending provision, article(1)

274bd

1. The Member States shall
prioritise the market surveillance
activities for machinery and the
related products designated as
crisis-relevant goods. The
Commission shall facilitate
coordination of these efforts

1. The Member States shall
prioritise the market surveillance
activities for machinery and the
related products designated as
crisis-relevant goods. The
Commission shall facilitate
coordination of these efforts
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Commission Proposal

EP Mandate

_ Council Mandate

Draft Agreement

through the Union Product
Compliance Network established
under Article 29 of Regulation
(EU) 2019/1020.

through the Union Product
Compliance Network established
under Article 29 of Regulation
(EU) 2019/1020.

| Article 5a, first paragraph, point (2), amending provision, article(2)

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market
surveillance authorities during a
Single Market emergency,
including by mobilising and
dispatching expert teams to

2. The market surveillance
authorities of the Member States
shall deploy their best efforts to
provide assistance to other market

surveillance authorities during an
internal market emergency,
including by mobilising and
dispatching expert teams to

274be temporarily reinforce the staff of | temporarily reinforce the staff of
market surveillance authorities market surveillance authorities
requesting assistance or by requesting assistance or by
providing logistical support such providing logistical support such as
as reinforcement of the testing reinforcement of the testing
capacity for machinery and the capacity for machinery and the
related products designated as related products designated as
crisis-relevant goods. crisis-relevant goods.
| Article 6
Article 6 Article 6 Article 6 Article 6
S Entry into force Entry into force Entry into force Entry into force

Text Origin: Commission
Proposal

| Article 6, first paragraph
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Commission Proposal EP Mandate _ Council Mandate Draft Agreement
This Regulation shall enter into This Regulation shall enter into This Regulation shall enter into This Regulation shall enter into
force on the twentieth day following | force on the twentieth day following | force on the twentieth day following | force on the twentieth day following
that of its publication in the Official | that of its publication in the Official | that of its publication in the Official | that of its publication in the Official
276 | Journal of the European Union. Journal of the European Union. Journal of the European Union. Journal of the European Union.
Text Origin: Commission
Proposal
| Article 6, second paragraph |
It shall apply from [OP- please insert | It shall apply from [OP- please insert | It shall apply from [OP- please It shall apply from [QP- please
the date identical to that of the entry | the date identical to that-of the-entrs | insert the date identical to that of insert the date identical to that of
into application of the SMEI intothe date of application of the the entry into application of the the entry into application of the
277 Regulation]. SMEIHMERA Regulation]. SMEI RegulationOP—please-insert | IMERA RegulationOP—please
o ; he-dateidentical-to-that-of
e E].EE.E C the SMET ) . Lot ¢ tha SME]
Regulation]. Regwlation).
| Article 6, third paragraph |
This Regulation shall be binding in | This Regulation shall be binding in | This Regulation shall be binding in | This Regulation shall be binding in
278 its entirety and directly applicable in | its entirety and directly applicable in | its entirety and directly applicable in | its entirety and directly applicable in
all Member States. all Member States. all Member States. all Member States.
| Formula |
Done at Brussels, Done at Brussels, Done at Brussels, Done at Brussels,
279 Text Origin: Commission
Proposal
| Formula |
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EP Mandate

Commission Proposal

For the European Parliament

For the European Parliament

_ Council Mandate

For the European Parliament

Draft Agreement

For the European Parliament

280 Text Origin: Commission
Proposal
| Formula
The President The President The President The President
281 Text Origin: Commission
Proposal
| Formula
For the Council For the Council For the Council For the Council
282
Text Origin: Council Mandate
| Formula
The President The President The President
283

Text Origin: Commission
Proposal
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