PL comments 15.11.2023

Poland comments on three main issues to be solved on SMEI Omnibuses

According to the Presidency Flash (WK 14649/2023) there are three main issues to be solved on SMEI
Omnibuses:

1. Scope:

Poland maintains the Council position and its previously communicated position regarding
exclusion from the scope of the SMEI Omnibus two directives:

e Directive 2013/29/EU of the European Parliament and of the Council of 12 June 2013
on the harmonisation of the laws of the Member States relating to the making
available on the market of pyrotechnic articles

and

e Directive 2014/28/EU of the European Parliament and of the Council of 26 February
2014 on the harmonisation of the laws of the Member States relating to the making
available on the market and supervision of explosives for civil uses.

That is “red line” for us. Poland believes it is unjustified to apply emergency/derogatory
procedures in the field of conformity assessment to products covered by these two directives.
Both directives relate to specific products that are particularly important due to the safety of
their use. They could present a risk to the health or safety of persons if they do not be assessed
by notified bodies.

In the case of the explosives for civil uses Directive 2014/28/EU, a full assessment of
compliance with the essential requirements is necessary. This is also important because
notified bodies not only test the explosives for civil uses but also constantly supervise their
production. Therefore, any form of derogation from the conformity assessment procedures
requiring mandatory involvement of a notified body (any form of simplified or accelerated
conformity assessment), which results in limiting the scope of accredited laboratory tests of
explosives, does not ensure that the explosives for civil uses placing on the market will meet
the essential requirements. Moreover, in practice, a reliable conformity assessment can only
be conducted by notified bodies, because only they have the appropriate knowledge,
experience and specialized equipment. There is no presumption of conformity in the case of
the explosives for civil uses. These products must be compliant with the essential
requirements, what must be confirmed by the appropriate conformity assessment procedure.
In extreme cases, using an explosive for civil uses with an alleged degree of compliance, but
not meeting the essential requirements, may pose a threat to people, property and the
environment.

We do not agree to broaden the scope of the SMEI Omnibus and that is why we do not support
to add the General Product Safety Regulation to the scope of the SMElI Omnibus. The
Regulation (EU) 2023/988 lays down only general safety requirements of consumer products
and it does not specify any conformity assessment procedures, what means that derogation
procedures for the time of crisis, which are the objective and subject of the SMEI Omnibus,
will not apply. Moreover, it is the economic operator that chooses the method of safety
assessment and this regulation does not require mandatory involvement of notified bodies in
the conformity assessment procedures.
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2. Free movement of crisis relevant products:
Poland prefers the Council mandate.
3. Standards:

Poland prefers the Council mandate.

As far as the first compromise text on Article 1 of the proposal for the SMEI Omnibus Regulation (WK
14598/2023) please find our comments (also enclosed).

— We prefer SMEI not IMERA and Single Market not internal market. The term ,,Single Market”
is more common used than “Internal Market, especially by the European Commission. We
have SMET, SDG, SMOT, Single Market Scoreboard, 30th anniversary of the single market,
Single notification window, Single Market Programme (SMP) etc.

— We prefer to add "disproportionate" before "the additional costs" as we agreed in the
Council text (Art. 1 par.1.point (2), row 45).

— Inthe Article 1.1. point (2) (rows 70a-70e) relating to presumption of conformity based on
standards and common specifications we prefer the text of the Council mandate.
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EE comments on SMEI Omnibus (15.11)

We appreciate the Presidency’s efforts with SMEI omnibus text, nevertheless we believe that
Council’s mandate is better at addressing various issues, including free movement of crisis-
relevant goods and standards for the derogation procedure. Below are our detailed
comments.

1. Scope
Regarding the scope, we have the same comments as before: all construction-related
products should not be subject to a simplified conformity assessment procedure.

The simplified conformity assessment procedure should apply only to products falling
within the scope of directives 2000/14/EU and 2014/28/EU (in the first case, it is the noise
requirements of equipment used in outdoor conditions, and in the second case, the
requirements for explosive materials).

In addition, transportable pressure equipment (2010/35/EU) should be subject to the same
requirements as simple pressure vessels, because transportable pressure vessels are also
cylinders that are installed indoors.

2. SMEI and GPSR

When do not really need SMEI derogation for conformity assessment procedure for non-
harmonised products. The principle of mutual recognition automatically guarantees the free
movement of products within the EU in a non-harmonized area if the product is already
legally marketed in an EU member state.

3. Hierarchical Approach to Standards (70e)

In line 70a, we see that the hierarchical approach to standards has been abandoned, i.e. if
there is an international standard, the conformity assessment should be based on it first. We
believe this is the preferred solution as it provides legal certainty and ensures the free
movement of goods.

The current compromise wording leaves open the possibility of using common

specifications even where international standards already exist. Establishing common
specifications in a crisis situation when standards exist does not seem rational to us.
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Denmark - written comments to the Presidency’s com-
promise text to the SMEI Omnibus proposals

General

Denmark welcomes the Presidency’s compromise text
on the SMEI Omnibus-proposals, which includes much
of the Council mandated text.

However, we would encourage that the questions raised
in the Presidency’s flash are discussed at the Council
Working Party.

In general, we don’t find it sufficient or good practice to
prepare trilogues in writing only.

Scope

Denmark doesn’t find that the EP’s position on adding
the General Product Safety Regulation to the scope of
the SMEI Omnibus proposals to be neither necessary nor
proportionate,

Furthermore, we find that only relevant harmonized leg-
islation should fall under the scope of the Omnibus pro-
posals, and that the proposals already include many leg-
islative acts.

In general, we find the EP’s proposed widening of the
scope to not be clearly defined or reasoned, and don’t
see the added value of including the GPSR to the already
long list of legislative acts.

Free movement of crisis relevant products

On EP’s original position, we continue to state the im-
portance of maintaining the necessary security and safety
of products developed during an emergency procedure.

We find that the Council mandate strikes a proportionate
balance in maintaining free movement throughout the
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Union, whilst ensuring that it does not compromise on
consumer protection and safety.

Standards

* Denmark strongly encourages the Presidency to follow
the Council’s general approach on article 43e paragraph
la listing different standards in a prioritized order.

= This approach will allow for the implementing acts to
prioritize and ensure that the most relevant instruments
are used when available.

= Also, by making clear the prioritization of standards the
legal text will give companies the most certainty of what
standards to use and strive for presumption of conformi-
ty.

= The prioritization i.e., international, European, common
specifications, national standards reflect the general ap-
proach to standardisation 1.e., the international first prin-
ciple, and prioritizes the standards with the broadest pos-
sible uptake and application.



BG written comments on SMEI-Omnibus (recitals and art. 1)

WK 14598/2023 INIT

1. Bulgaria does not support the proposal of the European parliament (EP) to include
Regulation (EU) 2023 /988 (GPSR) in the scope of the Omnibus.

The EP's proposal to include GPSR in the scope of the Omnibus is not supported by
reasons and arguments; therefore, it is not clear what necessitates the inclusion of
GPSR. Furthermore, no impact assessment has been presented identifying certain issues
that will be overcome if the proposed proposal is supported. Additionally, it should be
noted that the GPSR does not address any legal matter related to the conformity

assessment of products.

It should also be borne in mind that the GPSR contains requirements and regulation on
cases where certain products pose some serious risk. In this regard, Bulgaria does not
consider it necessary to provide additional restrictions/obligations with another legislative

act for cases of serious risk related to a certain product.

2. Article 43e - Bulgaria maintains the position expressed so far that after non-
harmonized European standards are added, a hierarchy should be introduced for their
use — in the first place the European ones, in the second place the international ones and
in the third place the national standards. In this regard, Bulgaria does not support the
EP's proposal not to introduce a hierarchy of standards, as this would create legal

uncertainty and confusion regarding the applicable standards for individual cases.

3. Regarding the other provisions, Bulgaria supports the proposals (mandate) of the

Council, incl. the acts covered by the Omnibus.

Bulgaria has repeatedly expressed a position to exclude certain acts from the Omnibus
scope, namely Regulation (EU) 2016/424 (cableways), Regulation (EU) N¢ 305/2011
(construction products), Regulation (EU) 2023/1230 (machinery) and Directives
2010/35/EU (transportable pressure equipment), 2014/28/EU (civil explosives),
2014/29/EU (simple pressure vessels), 2006/42/EC (machinery) and 2014/33/EU (lifts).
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SMEI omnibus Regulation and Directive

CZ comments on WK 14598/2023

In general, the Czech Republic can support the compromise text proposed by the PRES
underlying the following:

Scope

The Czech Republic cannot agree with inclusion of the Regulation (EU) 2023/988 on general
product safety (GPSR) into the SMEI omnibus regulation and considers it as a redline. GPSR
covers all non-harmonised products as well as products that are harmonised in some parameters
but are not specifically regulated by NLF harmonisation legislation. By inclusion of GPSR the
scope of SMEI omnibus regulation would cover all products within the internal market, which
we do not consider desirable. The example presented by EP (textile masks) is not the most
suitable one, because when the purpose of the mask would be to protect the person that is
wearing it, PPE regulation should be applicable. On the other hand, we can point out that
including GPSR to the SMEI omnibus regulation scope also e.g., books, furniture or products
with unregulated chemical substances would be covered and regulated, which we again do not
consider effective and desirable. The Czech Republic understand the SMEI omnibus
regulation/directive as an effective tool, which will make all necessary processes, which must
be undertaken before placing specific categories of products on the on internal market,
functioning even during crises and emergency situation — e.g., compulsory conformity
assessment and market surveillance.

Free movement of crisis relevant products

From the point of view of the Czech Republic, the most important aspect of SMEI omnibuses
proposals is ensuring the free movement even of crisis relevant products assessed by emergency
procedures throughout the EU while ensuring the product safety. This objective will be
achieved both through the mutual recognition of the products themselves placed on the market
suggested by the European Parliament and through the EC implementing acts extending the
validity of marketing authorisation for such goods to the entire EU as proposed in the Council
mandate. To avoid unnecessary delays during the emergency situation, the process itself should
be as simple as possible, therefore the Czech Republic can be flexible towards the proposal of
the European Parliament. However, we are only a bit reticent about the idea of compulsory risk
assessment that has to be carried out by competent national authority — see row 48 below.

Standards

The Czech Republic supports the Council mandate in this regards, e.g. merging of Articles 43d
and 43e and the draft compromise text proposed by PRES in row 70a. Original EC proposal,
nor EP mandate do not take into consideration the situation, when most effective solution during
the crisis would be harmonize using already existing international or national standards instead
of preparing brand new common specification, which shall be mentioned in the text.

Other issues

e Row43

The Czech Republic considers the impact of the introduced obligation to prioritise the
conformity assessment of crisis-relevant goods on the contractual obligations of notified bodies
to be unclear in relation to the possible impact/sanctions resulting from the breach of their
contractual obligations and supports any clarification of the text in this sense. The Czech
Republic supports the Council mandate, the EP proposal can be also acceptable provided that
Council mandate is maintained.



e Row 45

The Czech Republic considers it important to define that the setting of the price for the priority
conformity assessment of crisis relevant products should not abuse the situation of insufficient
supply of these goods on the market and strongly supports the clarification of the text in this
respect proposed in the Council mandate. The proposal of the EP can be acceptable. However,
drafted PRES compromise text does not take into account the effort to stress out the aspect of
disproportionality of possible increased costs.

e Row 46

The Czech Republic does not consider it appropriate to impose an obligation on notified bodies
to make maximum efforts to increase their personnel or material capacities (equipment,
premises, etc.) in connection with priority conformity assessment or verification of product
characteristics during an emergency situation. Such a requirement would not be feasible in the
context of the expected duration of the emergency regime and would entail additional costs and
burdens for these entities. Therefore, the Czech Republic strongly supports the Council mandate
in this regard.

e Row 48

The Czech Republic prefers the Council mandate as it seems to be inappropriate to impose on
the national authority the obligation to carry out a risk assessment before issuing the
authorization to place the crisis relevant goods assessed by emergency procedures on the
market. Each Member State should set out its own procedures, which can also cover some kind
of risk assessment or any other steps that would ensure the same level of security as the risk
assessment. We consider it ineffective and burdensome to introduce compulsory risk
assessment without any instructions or explanation how national authority should provide it.
On the other hand, also EP proposal is acceptable, especially if it would be crystal clear what
has to be covered by risk assessment provided by competent national authorities.

e Row 54
The Czech Republic supports the Council mandate. The EP proposal is not clear as regards the
addition of “unless otherwise specified” and can lead to the misinterpretation of the text.

e Row 56a

The Czech Republic supports the introduction of the obligation of special marking of crisis-
relevant goods assessed according to emergency procedures. However, the Czech Republic
considers the introduction of an obligation to place a radio frequency identifier on such products
to be an unnecessary requirement, even though it would facilitate the tracking and identification
of products on the market, but which would increase costs for manufacturers and could affect
the speed of placing such goods on the market in times of crisis. Therefore, the Czech Republic
supports the Council mandate.

e Row57

The Czech Republic strongly supports the Council mandate. There is no need to amend the
conditions and requirements in the authorization after the deactivation or expiry of the
emergency situation.

e Row 59
The Czech Republic supports the Council mandate as this provision deals with the
administrative procedures set out by market surveillance authorities that are already used and
applicable in such Member State. In this regard the addition of the text suggested by EP is
redundant.



e Row 6la

The Czech Republic would prefer the Council mandate and does not consider the possibility of
assessing crisis-relevant goods using emergency procedures and placing such goods on the
market even after the end of the emergency situation as the best solution.

However, we are flexible to EP position.

e Row 81
The Czech Republic can support the draft compromise text proposed by PRES merging the EP
and Council mandates and aimed at clarifying the text.



LU written comments on SMEI-Omnibus

Thank you for the flash and the 4-column document on the SMEI Omnibus provisions.

However, we would like to insist on a WP meeting to discuss the questions raised in the Flash and allow
Member States to raise any other issues. Preparing trilogues only in writing is not sufficient and not
transparent. It is also unclear how the SMEI Omnibus texts are linked with the main SMEI Regulation.

In the meantime, please find below some red lines.

1. Scope: the EP wants the scope to be as large as possibie. In addition, they
have added the General Product Safety Regulation to the scope, in order to
cover some of the non-harmonised products, like textile masks, which
should be able to circulate freely and safely between Member States in
times of crisis.

First, we need to understand the rationale behind the EP’s proposal: Precisely, which non-
harmonised products do they target to fall under the GPSR? Because products such as masks
already fall under medical devices or personal protective equipment legislation, which are already
regulated under their respective procedures.

Furthermore, we strongly believe that the focus of the SMEI omnibus should remain on
harmonised products. These products usually carry higher risks and hence are subject to more
stringent safety measures. That’s why we have harmonised EU procedures in place and foresee
derogations in the SMEI Omnibus to speed up the market availability of crisis-relevant products and
to ensure their free movement across the EU. That’s the goal of having the SMEI Omnibus based on
Article 114 TFEU (=Single Market legal basis).

We don’t understand why the SMEI derogations should apply to non-harmonised products (such as
those under the GPSR, e.g. pencils, buttons, rulers) since they already benefit from a simpler and
well-established procedure to put products on the market - through the Mutual Recognition
Regulation (2015/515). Under this regulation, once a national authority authorises a product for its
market, the principle of mutual recognition automatically applies and the product can be
commercialised in other EU Member States (without having to wait for an EU implementing act as
foreseen in the SMEI Omnibus). The EP’s approach would actually complicate the free movement of
non-harmonised products in times of crisis which is not in line with the objectives of the SMEI
Omnibus and contrary to the legal basis Article 114 TFEU.

Therefore, we question the necessity and legality of including non-harmonised products in the
SMEI framework, as it could lead to operational and legal complications in times of crises, diminish
the effectiveness of the existing, more straightforward processes, and create a dangerous
precedent in that it is rolling back the Single Market in times of crises.

2. Free movement of crisis relevant products: the EP’s original position was to
allow free movement throughout the Union of all products which are
authorised following the emergency conformity assessment procedure. The
Presidency explained the Council’'s concerns of security and safety of

products if the EP’s solution was chosen.

We suggest to have a discussion at WP level in order to express our views. The EP’s position
remains close to the Commission’s initial proposal which had fragmentation as a result — this is
therefore not acceptable as it is contrary to the objectives of the SMEI to improve the functioning
of the Single Market.
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3.

Standards: the Parliament did not infroduce the hierarchy of standards like
the Council did. The aim of the Parliament’s text is that the standards be
created very quickly for crisis-relevant products and that the Commission be
given powers to adopt standards or common specifications quickly.

We are supportive of a hierarchical approach to standards as enshrined in the Council General
Approach, thereby helping free movement and providing legal certainty. The EP’s proposal does
not seem to be in line with the objectives of the SMEI to improve the functioning of the Single

Market in times of crises. We are open to hear the explanations provided by the EP to better
understand their approach.
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LV redlines and comments on SMEI Omnibus Directive and Regulation - compromise
proposal - WK 14598/2023

1. Comments on enlarged scope of Omnibus proposals regarding added General Product
Safety Regulation EU 2023/988 (point 2):

For Latvia, the scope of the General approach text was already too wide, including too many
high risk products, where in our view full conformity assessment procedures should be kept.
This especially relates to the products that will be incorporated into a building or structure,
like construction products, cableways, pressure equipment and lifts, or high-risk products like
explosives —these should be excluded from the scope. For this reason, further widening of the
scope and the inclusion of the General Product Safety Regulation is not supported by Latvia.
We believe that this addition would create a lot of uncertainty, as non-harmonised products
under the GPSR that normally do not have conformity assessment will need to obtain an
authorization. We fail to understand how it would support the free flow of crisis products.

2. Free movement of crisis relevant products:

Latvia has indicated previously that free movement of crisis goods should have been the
biggest achievement of this proposal. In our view, the general approach achieved in the
Council missed out on this opportunity to ensure free movement in crisis situations. In the
context of this position, Latvia does not share the concerns mentioned in the Presidency Flash,
and still is of the opinion that the General approach text will be too complicated and costly to
implement in crisis situations. In this regard, Latvia can support these changes proposed by
the EP that stimulate free movement of crisis relevant products:

e Inpoint 58, the EP has replaced words “leave the territory of the Member State which
has issued the” to “bear the CE marking”, therefore authorized products can leave the
territory of the Member State that issued the authorization and can circulate in other
EU member states.

e Also, in point 61a, EP has added text about 6-month period after the end of the crisis,
in which there may still be crisis products on the market.

3. Comments on standards and their hierarchy:

Considering this EP proposal we need to keep in mind that it establishes a precedent for other
legal acts as well. Regarding standards and common specifications, in all cases the version of
the Machinery Regulation should be adhered to, with approach that there is one
standardisation system in all legal acts.

Moreover, the idea of standards is to promote free movement of goods and services, any
parallel system will only fragment the EU internal market. Therefore, giving the Commission a
delegation of power in this area should be viewed with considerable caution.

For the reasons stated above, Latvia would strongly prefer sticking to the General approach
text when it comes to standardization.
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PL COMMENTS
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Regulation] applies to both goods
and services.

Regulation and on the reference to
Single/Internal have been taken




Recital 5

(5) In order to complement,
ensure consistency and to
further enhance the
effectiveness of such measures,
it is appropriate to ensure that

(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

(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

(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

14 referred to in [insert reference to | [insert reference to SAMELMERA SMEI Regulation] may be swiftly [insert reference to SMEI/IMERA
SMEI Regulation] may be Regulation] may be swiftly placed | placed on the Union market in Regulation] may be swiftly placed
swiftly placed on the Union on the Hxioninternal market in order to contribute to addressing on the Union market in order to
market in order to contribute to | order to contribute to addressing and mitigating the disruptions. contribute to addressing and
addressing and mitigating the and mitigating the disruptions. mitigating the disruptions.
disruptions.

Recital 6
(6) A number of Union sectoral | (6) A number of Union sectoral (6) A number of Union sectoral
legal acts lay down harmonised | legal acts lay down harmonised legal acts lay down harmonised
rules regarding the design, rules regarding the design, rules regarding the design,
manufacture, conformity manufacture, conformity manufacture, conformity
assessment and placing on the assessment and placing on the assessment and placing on the
market of certain products. Such | market of certain products. Such market of certain products. Such
legal acts include Regulations legal acts include Regulations (EU) | legal acts include Regulations (EU)
(EU) 2016/424!, (EU) 2016/424', (EU) 2016/425%, (EU) 2016/424', (EU) 2016/425%, (EU)
2016/425%, (EU) 2016/426°, 2016/426°, (EU) 2019/1009%, (EU) | 2016/426°* (EU) No 305/2011° To be revisited after a final

15 (EU) 2019/1009* and (EU) No 2023/1230** and (EU) No and (EU) No 2023/12304EW decision on the scope has been
305/2011° of the European 305/2011° of the European 2019/1009* and-(EL) Ne taken
Parliament and of the Council. Parliament and of the Council. 30520+ of the European

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) 2019/1009 are also
aligned to the reference

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) 20. -/ 88 and
(EU) 2023/1230-ara{+EH
20494609 are also aligned to 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)
2019/106069No 2023/1230 are also
aligned to the reference provisions

5
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Commission Proposal

provisions laid down by
Decision No 768/2008/EC of
the European Parliament and of
the Council °.

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.
4.0JL 170,25.6.2019, p. 1.
5.0J L 88,4.4.2011, p. 5.

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

EP Mandate

reference provisions laid down by
Decision No 768/2008/EC of the
European Parliament and of the
Council . In addition, Regulation

Council Mandate

laid down by Decision No
768/2008/EC of the European
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.

1.0J 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.
4a. OJ L 165, 29.6.2023, p. 1
5.0J L 88,4.4.2011, p. 5.
Sa. OJ L 135, 23.5.2023, p. 1.
6. OJ L 218, 13.8.2008, p. 82.

1. OJL81,31.3.2016, p. 1.
2.0JL81,31.3.2016, p. 51.
3.0J L &1, 31.3.2016, p. 99.
4.0JL 170,25.6.2019, p. 1.
5.0J L 88,4.4.2011, p. 5.

6. OJ L 218;13-8-2008;p—82165,
29.6.2023,p 1.

7. 0J L 218, 13.8.2008, p. 82.

Draft compromise text

Recital 7

16

(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 those
Regulations, aimed at preparing
and responding to impacts of
crises affecting products that
have been designated as crisis-
relevant goods and covered by
those Regulations.

(7) Neither the reference
provisions laid down by Decision
No 768/2008/EC, nor the specific
provisions laid down by the
sectoral #iontiUnion
harmonisation legislation provide
for procedures designed to apply in
crisis. It is appropriate to introduce
targeted adjustments to those
Regulations, aimed at preparing
and responding to impacts of crises
affecting products that have been
designated as crisis-relevant goods
and covered by those Regulations.

(7) Neither the reference
provisions laid down by Decision
No 768/2008/EC, nor the specific
provisions laid down by the
sectoral aterFUnion
harmonisation legislation provide
for procedures designed to apply in
crisis. It is appropriate to introduce
targeted adjustments to those
Regulations, aimed at preparing
and responding to impacts of crises
affecting products that have been
designated as crisis-relevant goods
and covered by those Regulations.

Green




Recital 8

(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

(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

(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

To be revisited after final decisions
on name of the SMEI/IMERA

17 regulatory flexibility. It is flexibility. It is therefore flexibility. It is therefore Regulation and on the reference to
therefore appropriate to provide | appropriate to provide for a legal appropriate to provide for a legal Single/Internal have been taken
for a legal basis for such crisis- | basis for such crisis-response basis for such crisis-response
response procedures as a procedures as a complement to the | procedures as a complement to the
complement to the measures measures adopted under [insert measures adopted under [insert
adopted under [insert reference | reference to SAMEHMERA reference to SMEI
to SMEI Regulation]. Regulation]. Regulationinsertreference-to

SMEHRegulation].

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 potential effects of disruptions e# | potential effects of disruptions on potential effects of disruptions on
on the Single Market and in the-Singleto the internal market the Single Market and in order to the [Single/Internal] Market and in
order to ensure that crisis- and in order to ensure that crisis- ensure that crisis-relevant goods order to ensure that crisis-relevant
relevant goods are placed on the | relevant goods are placed on the are placed on the market swiftly, it | goods are placed on the market
market swiftly, it is appropriate | market swiftly, it is appropriate to | is appropriate to provide for a swiftly, it is appropriate to provide

18 to provide for a requirement for | provide for a requirement for the requirement for the conformity for a requirement for the

the conformity assessment
bodies to prioritise the
conformity assessment
applications of such products
over any pending applications
concerning products, which
have not been designated as
crisis-relevant.

conformity assessment bodies to
prioritise the conformity
assessment applications of such
products over any pending
applications concerning products;
which have not been designated as
crisis-relevant.

assessment bodies to prioritise the
conformity assessment applications
of such products over any pending
applications concerning products,
which have not been designated as
crisis-relevant. In the context of
such prioritisation, any potential
additional costs charged by the

conformity assessment bodies to
prioritise the conformity
assessment applications of such
products over any pending
applications concerning products,
which have not been designated as
crisis-relevant. In the context of
such prioritisation, no additional




Commission Proposal

EP Mandate

Council Mandate

conformity assessment body to
the 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.

Draft compromise text

costs may be charged by the
conformity assessment body to the
manufacturer. 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

(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.

(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
305/2011No 305/2011 and (EU)

To be revisited after final decisions
on the scope, the name of the

19 should be available only Those procedures should be 2023/1230. Those procedures SMEI/IMERA Regulation and on
following the activation of the available only following the should be available only following the reference to Single/Internal
Single Market emergency mode | activation of the Singleinternal the activation of the Single Market have been taken
in accordance with [insert market emergency mode in emergency mode in accordance
reference to SMEI Regulation]. | accordance with [insert reference with [insert reference to SMEI
to SMELIMERA Regulation]. Regulationinsertreference-to
SMEHR eulation].
Recital 11
(11) Furthermore, in cases (11) Furthermore, in cases where | (11) Furthermore, in cases, for (11) Furthermore, in cases, for
20 where the disruptions might the disruptions might affect the example, where the disruptions example, where the disruptions

affect the conformity
assessment bodies or in cases

conformity assessment bodies or in
cases where the testing capacities

might affect the conformity
assessment bodies or in cases

might affect the conformity
assessment bodies or in cases

8




Commission Proposal

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.

EP Mandate

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
oranted 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,
may continue to be used without
new authorisation.

Council Mandate

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.

Draft compromise text

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
legislation.




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 Stneleinternal market
emergency, to derogate from the
obligation to carry out those
conformity assessment procedures
laid down in those Regulations, #
these-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_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
described in the authorisation
issued by the national competent
authority._The principle of mutual
recognition should apply to goods

(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-cemply
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 [Single/Internal] Market
emergency, to derogate from the
obligation to carry out those
conformity assessment procedures
laid down in those Regulations,
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 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.

10




Commission Proposal

EP Mandate

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.

Council Mandate

Draft compromise text

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
authority without the CE authority without the CE marking
marking may occur may occur exceptionally,

21a exceptionally, temporarily and temporarily and additionally to the

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. Therefore, this
amending Regulation takes into
account both the context

conformity assessment procedures
laid down in those Regulations,
this amending Regulation
continues to improve the
conditions for the functioning of
the internal market. Therefore, this
amending Regulation takes into
account both the context
constituted by the fully harmonised

11




Commission Proposal EP Mandate

Council Mandate

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 the CE marking
procedure and thereby to

Draft compromise text

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
the CE marking procedure and
thereby to maintain consumer
confidence in the safety of
products bearing the CE marking

12




Commission Proposal

EP Mandate

Council Mandate

Draft compromise text

maintain consumer confidence in
the safety of products bearing the
CE marking in the Union
market. Therefore these new
derogatory rules, insofar as they
prohibit the CE marking on the
products which have been
approved only at national level,
should not affect the harmonised
product legislation and consumer
confidence in the CE marking
which can only be affixed where
all the harmonised substantive
and procedural rules have been
respected.

in the Union market. Therefore,
these new derogatory rules, insofar
as they prohibit the CE marking on
the products which have been
approved only at national level,
should not affect the harmonised
product legislation and consumer
confidence in the CE marking
which can only be affixed where
all the harmonised substantive and
procedural rules have been
respected.

Recital 12b

(12aa) Where the Commission (12aa) Where the Commission has
has extended the validity of an extended the validity of an
authorisation issued by a authorisation issued by a Member
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
the concerned goods set out goods set out therein should apply
therein should apply only to only to those goods placed on the

21b those goods placed on the market | market after the date of entry into

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 for the placing of the goods
on the market after the entry

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 for the placing of the goods
on the market after the entry into
force of the Commission

13




Commission Proposal

EP Mandate

Council Mandate

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.

Draft compromise text

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

e in [the SMEI Regulation], should | Regulation], should automatically

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 validity. Once the
authorisation has expired, no
further placing of crisis-relevant

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
validity. Once the authorisation has
expired, no further placing of
crisis-relevant goods on the market

14




Commission Proposal EP Mandate

Council Mandate

Draft compromise text

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 respect to the
goods placed on the market in

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

15




Commission Proposal

EP Mandate

Council Mandate

accordance with the relevant
sectorial emergency procedures.

Draft compromise text

to be revisited after a final decision
on the scope has been taken

Recital 12d

(12¢) In order to ensure timely (12c) 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
it should be ensured that the should be ensured that the
Commission and the other Commission and the other Member
Member States are immediately | States are immediately informed of
informed of any decisions at any decisions at national level to
national level to authorise crisis- | authorise crisis-relevant goods. The
relevant goods. The Information | Information and Communication
and Communication System for | System for Market Surveillance
Market Surveillance (ICSMS) (ICSMYS) already provides the
already provides the necessary necessary functions to allow quick
functions to allow quick notification of administrative
notification of administrative decisions and therefore can be used

21d decisions and therefore can be by Member States for this purpose.

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 means of the data
interface between Safety Gate
[formerly known as RAPEX] and

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 article 20(5) of
Regulation (EU) 2019/1020.

16




Commission Proposal

EP Mandate

Council Mandate

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

Draft compromise text

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

(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,

to be revisited after a final decision

22 provide technical references, references, which may be used by | which may be used by the ;);kzlf Suetedpepelliaee
which may be used by the the manufacturers to design and manufacturers to design and '
manufacturers to design and produce crisis-relevant goods; produce crisis-relevant goods,
produce crisis-relevant goods, which comply with the applicable | which comply with the applicable
which comply with the essential health and safety essential health and safety
applicable essential health and requirements. requirements.
safety requirements.
Recital 14
(14) A number of sectoral Union
(14) A number of sectoral (14) A number of sectoral Union (14) A number of sectoral Union harmonisation legislation provide
Union harmonisation legislation | harmonisation legislation provide harmonisation legislation provide for the possibility for a
provide for the possibility fora | for the possibility for a for the possibility for a manufacturer to benefit from a
manufacturer to benefit froma | manufacturer to benefit from a manufacturer to benefit from a presumption of conformity if their
23 presumption of conformity if presumption of conformity if their | presumption of conformity if their | product complies with a

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

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 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

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,
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Commission Proposal

the disruptions caused by the
crisis, it is appropriate to
provide for alternative
mechanisms.

EP Mandate

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.

Council Mandate

the disruptions caused by the crisis,
it is appropriate to provide for
alternative mechanisms.

Draft compromise text
it is appropriate to provide for
alternative mechanisms.

to be revisited after a final decision
on the scope has been taken.

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 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

(15) With respect to Regulations
(EU) 2016/424, (EU) 2016/425,
(EU) 2016/426, (EU) 2019/1009
and, (EU) 2049440092023/988,
and (EU) 2023/1230, the
competent 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

(15) With respect to Regulations
(EU) 2016/424, (EU) 2016/425,
(EU) 2016/426 and-+EH
204940669 (EU) 2023/1230 the
competent national authorities
should be able to presume that
products manufactured in
accordance with natienal-er
internationalinternational,
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

(15) With respect to Regulations
(EU) 2016/424, (EU) 2016/425,
(EU) 2016/426 [and, (EU)
2019/1009], (EU) 2023/1230 and
[(EU) 2023/988] the competent
national authorities should be able
to presume that products
manufactured in accordance with
international, European or national
standards of the Member States
within the meaning of Regulation
(EU) No 1025/2012" identified by
the Commission as suitable to
reach conformity and ensuring an
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Commission Proposal

with the relevant essential
health and safety requirements.

1.0JL316,14.11.2012, p. 12.

EP Mandate

standards comply with the relevant
essential health and safety
requirements.

1.0JL 316, 14.11.2012, p. 12.

Council Mandate

equivalent level of protection to
that offered by the harmonised
European standards comply with
the relevant essential health and
safety requirements.

1.0J L 316, 14.11.2012, p. 12.

Draft compromise text

equivalent level of protection to
that offered by the harmonised
European standards comply with
the relevant essential health and
safety requirements.

to be revisited after a final decision
on the scope has been taken.

Recital 16

(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
specifications, on which the
manufacturers may rely in order

(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
implementing acts common
specifications, on which the
manufacturers may rely in order to

(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) 20494009-and
EHNe305206HNo 305/2011
and (EU) 2023/1230, the
Commission should have the
possibility to adopt by means of

(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 implementing acts
common specifications, on which

e to benefit from a presumption of | benefit from a presumption of implementing acts common L?Zgigféﬁ;ﬁegolfnaz rely in
conformity with the applicable | conformity with the applicable specifications, on which the resumption of conformity with the
essential requirements. The essential requirements. The manufacturers may rely in order to presump ) -y
. . . ) . . . applicable essential requirements.
implementing act laying down implementing act laying down such | benefit from a presumption of The implementine act lavine down
such common specifications common specifications should conformity with the applicable such corr)nmon < egci ﬁcati};)nsg should
should remain applicable for the | remain applicable for the duration | essential requirements. The . 1 sh .

. ; . . ) . . remain applicable for the duration
duration of the Single Market of the Singfeinternal market implementing act laying down such .
. . of the Single market emergency.
emergency. emergency. common specifications should
g?nsﬁéns?ﬁ P lléclz\l/?:ki(;retr}rl;r(mef(tzlon to be revisited after a final decision
& geney. on the scope has been taken.
Recital 17

26 (17) With respect to

Regulations (EU) 2016/424, deleted deleted deleted
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Commission Proposal

EP Mandate

Council Mandate

Draft compromise text

(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.

Recital 1

(18) In order to ensure that the
level of safety provided by the
harmonised products is not
compromised, it is necessary to
provide for rules for enhanced
market surveillance, in

(18) In order to ensure that the
level of safety provided by the
harmonised products or by
products under the general safety
framework is not compromised, it
is necessary to provide for rules for

(18) In order to ensure that the
level of safety provided by the
harmonised products is not
compromised, it is necessary to
provide for rules for enhanced
market surveillance, in particular

to be revisited after a final decision

27 particular with respect to goods | enhanced market surveillance, in with respect to goods designated as
. . . . .. ) . on the scope has been taken.
designated as crisis-relevant and | particular with respect to goods crisis-relevant and including by
including by enabling closer designated as crisis-relevant and enabling closer cooperation and
cooperation and mutual support | including by enabling closer mutual support among the market
among the market surveillance cooperation and mutual support surveillance authorities.
authorities. among the market surveillance
authorities.
Recital 18a
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Commission Proposal

EP Mandate

Council Mandate

Draft compromise text

(18a) In accordance with the (18a) In accordance with the
relevant provisions of relevant provisions of Regulations
Regulations (EU) 2016/424, (EU) | [(EU) 2016/424, (EU) 2016/425,
2016/425, (EU) 2016/426, (EU) (EU) 2016/426, (EU) No 305/2011
No 305/2011 and (EU) 2023/1230, | and (EU) 2023/1230], Member
Member States should lay down | States should lay down rules on
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. to be revisited after a final decision
on the scope has been taken
Recital 19
(19) In accordance with its (19) In accordance with its (19) In accordance with its
established practice, the established practice, the established practice, the
Commission would Commission would systematically | Commission would systematically
systematically consult the consult the relevant sectoral consult the relevant sectoral
28 relevant sectoral experts in the experts in the context of the early experts in the context of the early Green
context of the early preparation | preparation of all draft preparation of all draft
of all draft implementing acts implementing acts laying down implementing acts laying down
laying down common common specifications. common specifications.
specifications.
Recital 20
29 to be revisited after a final decision
on the scope has been taken.
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Commission Proposal

EP Mandate

Council Mandate

Draft compromise text

(20) Regulations (EU)
2016/424, (EU) 2016/425, (EU)
2016/426, (EU) 2019/1009 and
(EU) No 305/2011 should
therefore be amended
accordingly,

(20) Regulations (EU) 2016/424,
(EU) 2016/425, (EU) 2016/426,
(EU) 2019/1009, (EU) 2023/988,
(EU) 2023/1230 and (EU) No

305/2011 should therefore be
amended accordingly,

(20) Regulations (EU) 2016/424,
(EU) 2016/425, (EU) 2016/426,
(ET) 20+ 50Y adHEH)Ne
30520+ No 305/2011 and (EU)
2023/1230 should therefore be
amended accordinglys.

Recital 21

(21) In order for this
Regulation to apply from the

(21) In order for this Regulation to
apply from the same date as

(21) In order for this Regulation to
apply from the same date as [SMEI

to be revisited after a final decision

30 same date as [SMEI [SMEHIMERA Regulation], its Regulation], its application should on the name of the SMEI/IMERA
Regulation], its application application should be deferred, be deferred, Regulation has been taken.
should be deferred,

Formula
31 HAVE ADOPTED THIS HAVE ADOPTED THIS HAVE ADOPTED THIS
REGULATION: REGULATION: REGULATION:
Green
Article 1
Article 1 Article 1 Article 1
32 Amendments to Regulation Amendments to Regulation (EU) Amendments to Regulation (EU) Green
(EU) 2016/424 2016/424 2016/424
Article 1, first paragraph
In Regulation (EU) 2016/424, In Regulation (EU) 2016/424, the | Ia-Regulation (EU) 2016/4245the | Regulation (EU) 2016/424 is

33 the following Chapter Vla is following Chapter Vla is inserted: i 15 is | amended as follows:

inserted: amended as follows:
Article 1, first paragraph, point (1)
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Commission Proposal

EP Mandate

Council Mandate

(1) In Article 3 the following

Draft compromise text

(1) In Article 3 the following

33a points are added: points are added:
Article 1, first paragraph, point (1), amending provision, first paragraph
n "
(28) ‘crisis-relevant goods’ means | (28) ‘crisis-relevant goods’
‘crisis-relevant goods’ within the | means ‘crisis-relevant goods’
33b meaning of Article 3, point (6) of | within the meaning of Article 3,
Regulation (EU) .../.... [SMEI point (6) of Regulation (EU)
Regulation]; veedeee. [SMEI/IMERA
Regulation];
Article 1, first paragraph, point (1), amending provision, second paragraph
Qi 9
(29) Sl‘n g.le Market Emergency (29) ‘Single Market Emergency’
means ‘Single Market o ,
y e . means ‘Single Market Emergency
Emergency’ within the meaning oo . .
. . within the meaning of Article 3,
33c of Article 3, point (3) of . .
Regulation (EU) .. /... [SMEI point (3) of Regulation (EU) .../...
guation (EL)--fe-- [SMEIIMERA Regulation].;
Regulation].;
Article 1, first paragraph, point (2)
33d (2) The following Chapter Vais | (2) The following Chapter Va is
inserted after Chapter V: inserted after Chapter V:
Article 1, first paragraph, point (2), amending provision, Chapter |
CHAPTER Va
34 ¢ ¢ Chapter Va
CHAPTER VIa CHAPTER VIa ¢ EMERGENCY PROCEDURES
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Commission Proposal EP Mandate Council Mandate Draft compromise text
EMERGENCY PROCEDURES | EMERGENCY PROCEDURES CHAPTER Via
EMERGENCY PROCEDURES
Article 1, first paragraph, point (2), amending provision, Article
Article 43a Article 43a Article 43a
Application of emergency Application of emergency Article <3
35 . Green
procedures procedures Application of emergency
procedures
Article 1, first paragraph, point (2), amending provision, numbered paragraph (1)
1. Articles 43b to 43g shall 1. Articles 43b to 43g of this 1. Articles 43b to 43g shall only 1. Articles 43b to 43g of this
only apply if the Commission Regulation shall only apply if the apply if the Commission has Regulation shall only apply if the
has adopted an implementing Commission has adopted an adopted an implementing act Commission has adopted an
act pursuant to Article 23 of [the | implementing act pursuant to pursuant to Article 23 of [the SMEI | implementing act pursuant to
36 SMEI Regulation] activating Article 23-of fthe-SMES Regulation] activating Article 26 of | Article 26 of [the SMEI/IMERA
Article 26 of [the SMEI Resutation]-aetivatineArticle 26-0f | [the SMEI Regulation] with respect | Regulation].
Regulation] with respect to this | fthe-SMELLI4(S5) of [the IMERA to subsystems and safety
Regulation. Regulation]withrespect-to-this components covered by this
Reemplegion, Regulation.
Article 1, first paragraph, point (2), amending provision, numbered paragraph (2)
2. Articles 4.3b to 43g shall 2. Art}cles 43b to 43g shall apply | 2. Art}cles 43b to 43g-shall- apply 2. Articles 43b to 43g shall apply
apply exclusively to subsystems | exclusively to subsystems and exclusively to subsystems and .
. . . exclusively to subsystems and
and safety components, which safety components, which have safety components, which have .
. . . . safety components, which have
have been designated as crisis- | been designated as crisis-relevant | been designated as crisis-relevant . .
37 ; ) . . been designated as crisis-relevant
relevant goods in the goods in the implementing act goods in-the-implementingaet .
. . . . . ) . goods pursuant to Article [14(5) of
implementing act referred to in | referred to in paragraph 1 of this referred-to-in-parasraph-t-otthis the SMEI/IMERA Regulation]
paragraph 1 of this Article. Article. Artielepursuant to Article 14 of & '
[the SMEI Regulation].
Article 1, first paragraph, point (2), amending provision, numbered paragraph (3), first subparagraph
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Commission Proposal

3. Articles 43b to 43g, except
as regards provisions
concerning the powers of the
Commission, shall apply during

EP Mandate

3. Articles 43b to 43g, except as
regards provisions concerning the
powers of the Commission, shall
apply during the Singleinternal

Council Mandate

3. Articles 43b to 43g, except as

regards-provistons-coneerning the
powers the power of the

Commission in Article 43e(5),

Draft compromise text

3. Articles 43b to 43g, except as
regards-the power of the
Commission in Article 43¢(5),
shall apply only during the Single

= the Single Market emergency market emergency mode. shall apply only during the Single | Market emergency mode activated
mode. Market emergency mode activated | in accordance with Article 14 of
in accordance with Article 14 of | [the SMEI/IMERA Regulation].
[the SMEI Regulation].
Article 1, first paragraph, point (2), amending provision, numbered paragraph (3), second subparagraph
However, Article 43¢(2), second However,Atticle-43e(2);-second
subparagraph, and Article deleted subparagraph;and- Article 43c(5) | However, Article 43c(5) shall
39 43¢(5) shall apply during the shall apply during the Single apply during the Single Market
Single Market emergency mode Market emergency mode and after | emergency mode and after its
and after its deactivation or its deactivation or expiry. deactivation or expiry.
expiry.
Article 1, first paragraph, point (2), amending provision, numbered paragraph (4)
4. The Commission shall be 4. The Commission shal-be 4. The Commission may adopt
empowered to lay down by deleted empowered-tolay-downbymeans | implementing acts regarding the
means of implementing acts ofimplementing actsrules corrective or restrictive actions to
rules regarding the follow-up regarding-the-folow-up-actionste | be taken, the procedures to be
actions to be taken with respect be-takenmay adopt implementing | followed and the specific labelling
to subsystems and safety acts regarding the corrective or | and traceability requirements with
40 components placed on the restrictive actions to be taken, respect to subsystems and safety

market in accordance with
Articles 43c to 43f. Those
implementing acts shall be
adopted in accordance with the
examination procedure referred
to in Article 44(3).

the procedures to be followed
and the specific labelling and
traceability requirements with
respect to subsystems and safety
components placed on the market
in accordance with Articles 43¢ to
43£43e. Those implementing acts

components placed on the market
in accordance with Articles 43¢ to
43e. Those implementing acts shall
be adopted in accordance with the
examination procedure referred to
in Article 44(3).
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Commission Proposal

EP Mandate

Council Mandate

shall be adopted in accordance with
the examination procedure referred

Draft compromise text

to in Article 44(3).
Article 1, first paragraph, point (2), amending provision, Article
Article 43b Article 43b Article 43b
Prioritisation of the conformity | Prioritisation of the conformity Axtiete B4

Green

41 assessment of crisis-relevant assessment of crisis-relevant Prioritisation of the conformity
subsystems and safety subsystems and safety components assessment of crisis-relevant
components subsystems and safety components

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

1. This Article shall apply to all | 1. This Article shall apply to all 1. This Article shall apply to all
subsystems and safety subsystems and safety components | subsystems and safety components
components designated as designated as crisis-relevant goods, | designated as crisis-relevant goods,
crisis-relevant goods, which are | which are subject to conformity which are subject to conformity

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

Article 1, first paragraph, point (2), amending provision, numbered paragraph (2)
2. The notified bodies shall 2. The notified bodies shall ensure | 2. The notified bodies shall 2. The notlﬁed.bod.les shall
o S process all applications for
process all applications for all reasonable efforts are made to | process all applications for .
i = . conformity assessment of

conformity assessment of process all applications for conformity assessment of bsvst d safet ¢

43 subsystems and safety conformity assessment of subsystems and safety components SUDSYSIEIS and salety components

components designated as
crisis-relevant goods as a matter
of priority.

subsystems and safety components
designated as crisis-relevant goods
as a matter of priority.

designated as crisis-relevant goods
as a matter of priority, irrespective
of whether they have been lodged
before or after the activation of

designated as crisis-relevant goods
as a matter of priority, irrespective
of whether they have been lodged

before or after the activation of the
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Commission Proposal

EP Mandate

Council Mandate

the emergency procedures
pursuant to Article 43a.

Draft compromise text

emergency procedures pursuant to
Article 43a.

Article 1, first paragraph, point (2), amending provision, numbered paragraph (3)

3. All pending applications for
conformity assessment of
subsystems and safety
components designated as
crisis-relevant goods 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-

3. All pending applications for
conformity assessment of
subsystems and safety components
designated as crisis-relevant goods
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. This requirement applies

deleted

deleted
(absorbed in previous paragraph

2)

44 relevant goods. This with respect to all applications for
requirement applies with respect | conformity assessment of
to all applications for subsystems and safety components
conformity assessment of designated as crisis-relevant goods,
subsystems and safety irrespective of whether they have
components designated as been lodged before or after the
crisis-relevant goods, activation of the emergency
irrespective of whether they procedures pursuant to Article 43a.
have been lodged before or after
the activation of the emergency
procedures pursuant to Article
43a.
Article 1, first paragraph, point (2), amending provision, numbered paragraph (4)
4. The prioritisation of 4. The prioritisation of 4. The prioritisation of 4. The prioritisation of
45 applications for conformity applications for conformity applications for conformity applications for conformity

assessment of subsystems and
safety components pursuant to

assessment of subsystems and
safety components pursuant to

assessment of subsystems and
safety components pursuant to

assessment of subsystems and
safety components pursuant to
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Commission Proposal

paragraph 3 shall not give rise
to any additional costs for the
manufacturers, who have lodged
those applications.

EP Mandate

paragraph 3 shall not give rise to
any extraordinary additional costs
for the manufacturers, who have
lodged those applications.

Council Mandate

parag - h 32 shall not give rise to
apy 7 proportionate additional
costs for the manufacturers, who
have lodged those applications.

Draft compromise text

paragraph 3 shall not give rise to
any additional costs for the
manufacturers, who have lodged
those applications.

Article 1

, first paragraph, point (2), amending provision, numbered paragraph (5)

5. The notified bodies shall

5. The notified bodies shall deploy

deploy their best efforts to their-bestensure all reasonable deleted
increase their testing capacities | efforts are made to increase their
for subsystems and safety testing capacities for subsystems deleted
46 . . .
components designated as and safety components designated (moved to recital 18)
crisis-relevant goods in respect | as crisis-relevant goods in respect
of which they have been of which they have been notified.
notified.
Article 1, first paragraph, point (2), amending provision, Article
Article 43¢ Article 43¢ Article 43¢
Derogation from the conformity | Derogation from the conformity Article-43e

assessment procedures requiring

assessment procedures requiring

Derogation from the conformity

Green

7 mandatory involvement of a mandatory involvement of a assessment procedures requiring
notified body notified body mandatory involvement of a
notified body
Article 1, first paragraph, point (2), 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 18, any competent Article 18, enythe competent Article 18, any competent national | Article 18, the competent national
48 national authority may national authority, after carrying authority may authorise, on a duly | authority may authorise, on a duly

authorise, on a duly justified
request, the placing on the
market or the incorporation into
a cableway installation within

out a risk assessment, may
authorise, on a duly justified
request_from_an_economic

operator established in its Member

justified request, the placing on the
market or the incorporation into a
cableway installation within the
territory of the Member State

justified request from an economic
operator, the placing on the market
or the incorporation into a
cableway installation within the
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Notatka
We prefer to add "disproportionate"before "the additional costs" as it was agreed in the Council text.


Commission Proposal

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
assessment procedures requiring
the mandatory involvement of a
notified body, referred to in
Article 18 have not been carried
out by a notified body but for
which the compliance with all
the applicable essential
requirements has been
demonstrated.

EP Mandate

State, the placing on the market or
the incorporation into a cableway
installation within the territory of
thethat Member State-concerned,
of a specific subsystem or safety
component which has been
designated as_a crisis-relevant good
and for which the conformity
assessment procedures requiring
the mandatory involvement of a
notified body, referred to in Article
18 have not been carried out by a
notified body but for which the
compliance with all the applicable
essential requirements has been
demonstrated.

Council Mandate

concerned, of a specific subsystem
or safety component 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
18 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.

Draft compromise text

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
assessment procedures requiring
the mandatory involvement of a
notified body, referred to in Article
18 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 1

, first paragraph, point (2), amending provision, numbered paragraph (1a), first subparagraph

48a

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

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
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EP Mandate

Commission Proposal

Council Mandate

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 compromise text

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, point (2), amending provision, numbered paragraph (1a), second subparagraph

48b

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. That information,
as well as any labelling, shall be
clear, understandable and
intelligible and, where relevant,

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.
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
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Commission Proposal EP Mandate

Council Mandate

in a language which can be easily
understood by consumers and
other end-users, as determined
by the Member State concerned.

Draft compromise text

consumers and other end-users, as
determined by the Member State
concerned.

Article 1

, first paragraph, point (2), 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

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

48¢ .CommEssmn shall. adopt shall adopt immediately applicable

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, point (2), amending provision, numbered paragraph (1c), first subparagraph
le. As long as an implementing lc. As long as an implementing
act referred to in paragraphs 1a .
. act referred to in paragraphs la or
or 1b is not adopted, the . .
e . 1b is not adopted, the authorisation
authorisation granted by a .
; o granted by a competent national
competent national authority in oo
. authority in one Member State
one Member State shall be valid . .
onlv on the territory of the shall be valid only on the territory
48d y y of the issuing Member State, as

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.

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, point (2), amending provision, numbered paragraph (1c), second subparagraph
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Commission Proposal

EP Mandate

Council Mandate

Member States shall inform the
Commission and the other

Draft compromise text

Member States shall inform the
Commission and the other Member

48¢ 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, point (2), amending provision, numbered paragraph (2), first subparagraph

2. The manufacturer of a 2. The manufacturer of a 2. The manufacturer of a 2. The manufacturer of a
subsystem or safety component | subsystem or safety component subsystem or safety component subsystem or safety component
subject to the authorisation subject to the authorisation subject to the authorisation subject to the authorisation
procedure referred to in procedure referred to in paragraph | procedure referred to in paragraph | procedure referred to in paragraph
paragraph 1 shall declare on his | 1 shall declare on his sole 1 shall declare on his sole 1 shall declare on his sole
sole responsibility that the responsibility that the subsystem or | responsibility that the subsystem or | responsibility that the subsystem or
subsystem or safety component | safety component concerned safety component concerned safety component concerned

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

Article 1, first paragraph, point (2), amending provision, numbered paragraph (2), second subparagraph

The manufacturer shall also
deploy all reasonable measures deleted deleted deleted

50 to ensure that the subsystem or

safety component, which has
been granted an authorisation
pursuant to paragraph 1, does
not leave the territory of the
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Commission Proposal

Member State, which issued the
authorisation.

EP Mandate

Council Mandate

Draft compromise text

Article 1, first paragraph, point (2), 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 under which the

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

3. Any authorisation issued by-a
onal o
pursuant to paragraph 1 shall set
out the conditions and
requirements under which the

3. Any authorisation issued
pursuant to paragraph 1 shall set
out the conditions and
requirements under which the
subsystem or safety component

51 subsystem or safety component | subsystem or safety component subsystem or safety component
may be placed on the market or
may be placed on the market or | may be placed on the market or may be placed on the market or incorporated into a cablewa
incorporated into a cableway incorporated into a cableway incorporated into a cableway ins tarlll)a tion. The authorisa ti(})lns
installation, including: installation, including_at least: installationsinelading. The ) .
. authorisations shall at least set shall at least set out the following:
out the following:
Article 1, first paragraph, point (2), amending provision, numbered paragraph (3), point (a)
(a) a description of the (a) a description of the procedures, | (a) a description of the procedures,
procedures, by means of which | by means of which compliance by means of which compliance Green
52 compliance with the applicable | with the applicable essential with the applicable essential
essential requirements was requirements was successfully requirements was successfully
successfully demonstrated; demonstrated; demonstrated;
Article 1, first paragraph, point (2), amending provision, numbered paragraph (3), point (b)
(b) specific requirements (b) specific requirements (b) any specific requirements (b) any specific requirements
53 regarding the traceability of the | regarding the traceability of the regarding the traceability of the regarding the traceability of the

subsystem or safety component
concerned;

subsystem or safety component
concerned;

subsystem or safety component
concerned;

subsystem or safety component
concerned;

Article 1, first paragraph, point (2), 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 which the Single

EP Mandate

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

Council Mandate

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

Draft compromise text

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

> Market emergency mode has the Singteinternal market emergency mode has been CIergency mode has beeq
. NI . . . activated in accordance with
been activated, emergency mode has been activated activated in accordance Article 14 of [the SMEI/IMERA
activated; with Article 14 of [the SMEI Regulation]:
Regulation]; gl ’
Article 1, first paragraph, point (2), amending provision, numbered paragraph (3), point (d)

(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
continuous conformity continuous conformity assessment | continuous conformity assessment

55 . . . Green
assessment with respect to the with respect to the subsystem or with respect to the subsystem or
subsystem or safety component | safety component concerned, safety component concerned;
concerned;

Article 1, first paragraph, point (2), 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
respect to the subsystem or respect to the subsystem or safety | respect to the subsystem or safety
safety component concerr'led' component cgngerngd upon expiry | component-concene (¢) measures to be taken with
upon expiry of the authorisation | of the authorisation in order to of the-authorisationin-orderte
. respect to the subsystem or safety
in order to ensure that the ensure that the subsystem or safety | ensure-thatthe-subsystem-orsafety
) ) component placed on the market

56 subsystem or safety component | component concerned is brought compenent-concerned-isbrought Ubon expiry of the Sinele Market
concerned is brought back in back in compliance with all the back-in-compliance-with-all-the er};er eniry &
compliance with all the requirements of this Regulation. requirements-ot this Reeulation geney.

requirements of this Regulation.

placed on the market upon
expiry of the Single Market
emergency.

Article 1, first paragraph, amending provision, numbered paragraph (3), point (ea)
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Commission Proposal

EP Mandate

Council Mandate

Draft compromise text

(ea) labelling requirements,
including radio frequency
identification, indicating that the

Already included in letter b), line

>6a subsystem or safety component 53 above
was authorised under the internal
market emergency mode.
Article 1, first paragraph, point (2), amending provision, numbered paragraph (4)
4. By way of derogation from 4. By way of derogation from
Article 43a(3), first Article 43a(3), first-subparasraph; deleted deleted
subparagraph, where where appropriate, the national
appropriate, the national competent authority may also
competent authority may amend | amend the conditions oftke
57 the conditions of the anthorisationand requirements

authorisation referred to in
paragraph 3also after the
deactivation or expiry of the
Single Market Emergency
mode.

referred to in paragraph 3afs603 of
this Article after the deactivation
or expiry of the Singleinternal
market emergency mode.

Article 1, first paragraph, point (2), amending provision, numbered paragraph (5)

58

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 Article, shall not leave
the territory of the Member
State which has issued the
authorisation and shall not bear
the CE marking.

deleted

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
paragraph 1-efthis-Astieles shall
not leave-the-territory-ofthe
Member-State-which-has-issued-the
autherisation-andbear the CE
marking and Article 7 shall not

bear-the-CE-markingapply.

5. By way of derogation from
Articles 7, 20 and 21, subsystems
or safety components, for which an
authorisation has been granted in
accordance with paragraph 1 shall
not bear the CE marking and
Article 7 shall not apply.
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Commission Proposal

EP Mandate

Council Mandate

Draft compromise text

Article 1

, first paragraph, point (2), amending provision, numbered paragraph (5a), first subparagraph

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

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

65a. The market surveillance
authorities ofthe a Member State,

whese-compe cat wth riy-has
erantedwhere an authorisation

pursuant to paragraph—+;
paragraphs 1, 1a and 1c¢ is valid ,
shall be entitled to take all
corrective and restrictive-measures

5a. The market surveillance
authorities of a Member State,
where an authorisation pursuant to
paragraphs 1, la 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

59 under this Regulation with respect to such subsystems or actions at national level provided under this Regulation with respect
respect to such subsystems or safety components._The market for under Regulation (EU) to such subsystems or safety
safety components. surveillance authorities shall keep | 2019/1020 and under this components.

all records related to products Regulation with respect to such
authorised under a derogation for | subsystems or safety components.
a period of 10 years. They shall
make those records available to
other market surveillance
authorities upon request.
Article 1, first paragraph, point (2), amending provision, numbered paragraph (5a), second subparagraph
They shall immediately inform They shall immediately inform the
504 the Commission and the market | Commission and the market
surveillance authorities of other | surveillance authorities of other
Member States of these actions. Member States of these actions.
Article 1, first paragraph, point (2), amending provision, numbered paragraph (7)
7. Member States shall inform | 7. Member States shall inform the
60 the Commission and the other Commission and the other Member deleted deleted

Member States of any decision
to authorise the placing on the

States of any decision to authorise

the placing on the market or
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Commission Proposal

market of subsystems or safety
components in accordance with
paragraph 1.

EP Mandate

incorporation into a cableway
installation of subsystems or safety
components in accordance with
paragraph 1.

Council Mandate

Draft compromise text

Article 1, first paragraph, point (2), amending provision, numbered paragraph (8)

8. The application of Articles
43a to 43g and the use of the
authorisation procedure set out
in paragraph 1 of this Article
does not affect the application

8. The application of Articles 43a
to 43g and the use of the
authorisation procedure set out in
paragraph 1 of this Article
doesshall not affect the application

8. The-apphieation-cfrilicle: 43a
to-43g-and-the- use of the

authorisation procedure set out in
paragraph 1 efthisAstiele-to 1c
does not affect the application of

8. The use of the authorisation
procedure set out in paragraphs 1
to 1c does not affect the application
of the relevant conformity

2 of the relevant conformity of the relevant conformity the relevant conformity assessment | assessment procedures laid down
assessment procedures laid assessment procedures laid down procedures laid down in Article 18 | in Article 18 on the territory of the
down in Article 18 on the in Article 18-on-theterritory-ofthe | on the territory of the Member Member State concerned.
territory of the Member State Stepbes Do ppe e, State concerned.
concerned.

Article 1, first paragraph, amending provision, numbered paragraph (8a)
8a. Subsystems or safety
components subject to derogation
under paragraph 1 shall remain
valid for six months after
deactivation or expiration of the
6la 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 1, first paragraph, point (2), amending provision, Article
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Commission Proposal EP Mandate Council Mandate Draft compromise text
Article 43d Article 43d
62 Presumption of conformity Presumption of conformity based deleted

based on national and on national and international deleted
international standards standards

Article 1, first paragraph, point (2), amending provision, Article, first paragraph
Member States shall take all Member States shall take all
appropriate measures to ensure | appropriate measures to ensure deleted deleted
that, for the purposes of placing | that, for the purposes of placing on
on the market, their competent | the market, their competent
authorities consider that authorities consider that
subsystems and safety subsystems and safety components,
components, which comply with | which comply with the relevant
the relevant international international standards or any

63 standards or any national national standards in force in the

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

Article 1, first paragraph, point (2), amending provision, Article, first paragraph, point (a), first subparagraph
(a) where no reference to (a) where no reference to
harmonised standards covering | harmonised standards covering the deleted deleted

64

the relevant essential
requirements set out in Annex II
is published in the Official
Journal of the European Union

relevant essential requirements set
out in Annex II is 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 compromise text

in accordance with Regulation
(EU) No 1025/2012;

Article 1, first paragraph, point (2), amending provision, Article, first paragraph, point (a), second subparagraph

65 Where
deleted deleted deleted
Article 1, first paragraph, point (2), amending provision, Article, first paragraph, point (b)
(b) severe disruptions in the (b) where severe disruptions in the
functioning of the Single functioning of the Singleinternal deleted deleted
Market, which were taken into market, which were taken into
consideration when activating consideration when activating the
the Single Market emergency Singteinternal market emergency
mode in accordance with Article | mode in accordance with Article
15(4) of [the SMEI Regulation], | £3¢)-offthe-SMELL4 of [the
significantly restrict the IMERA Regulation], significantly
66 possibilities of manufacturers to | restrict the possibilities of
make use of the harmonised manufacturers to make use of the
standards covering the relevant | harmonised standards covering the
essential requirements set out in | relevant essential requirements set
Annex II to this Regulation and | out in Annex II to this Regulation
already published in the Official | and already published in the
Journal of the European Union | Official Journal of the European
in accordance with Regulation Union in accordance with
(EU) No 1025/2012. Regulation (EU) No 1025/2012.
Article 1, first paragraph, point (2), amending provision, Article
Article 43e Article 43¢ Article 43e Article 43e
67 Adoption of common Adoption of common Artiele43e Presumption of conformity based
specifications conferring a specifications conferring a Adeption-efcommen on standards and common
presumption of conformity presumption of conformity speeifications-eonferringa specifications
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Commission Proposal

EP Mandate

Council Mandate

prestmpton-of
conformityPresumption of
conformity based on standards
and common specifications

Draft compromise text

Article 1

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

1. Where subsystems and safety
components, have been
designated as crisis-relevant
goods, the Commission is
empowered to adopt
implementing acts establishing

1. Where subsystems and safety
components, have been designated
as crisis-relevant goods, the
Commission is empowered to
adopt implementing acts
establishing common specifications

1. Where subsystems and safety
components; have been designated
as crisis-relevant goods, the
Commission is empowered to
adopt implementing acts, listing
appropriate standards or

1. Where subsystems and safety
components; have been designated
as crisis-relevant goods, the
Commission is empowered to
adopt implementing acts, listing
appropriate standards or

o common specifications for such | for such subsystems and safety establishing common specifications | establishing common specifications
subsystems and safety components to cover the essential | for such subsystems and safety for such subsystems and safety
components to cover the requirements set out in Annex Il in | components to cover the essential | components to cover the essential
essential requirements set out in | either of the following cases: requirements set out in Annex Il in | requirements set out in Annex II in
Annex Il in either of the either of the following cases: either of the following cases:
following cases:

Article 1, first paragraph, point (2), amending provision, numbered paragraph (1), point (a)
(a) where no reference to (a) where #oreferenceto (a) where no reference to
harmonised standards covering | Aarmonised-standardscoverinethe | harmonised standards covering the
. . . . ) (a) where no reference to

the relevant essential retevant-essentialrequirementsset | relevant essential requirements set . .

. . . . . . ) . . . harmonised standards covering the
requirements set out in Annex Il | euwtinAnnext-ispublishedinthe | outin Annex Il is published in the relevant essential requirements set
is published in the Official OfficiedJorrneal-of-theEnropeet Official Journal of the European ) v requ .

. . . . . out in Annex Il is published in the

69 Journal of the European Union | Hrioninaecordance-with-the UnionOffieial Journal-of the .

. . . .. Lo Official Journal of the European

in accordance with Regulation European standardisation EurepeanUnten in accordance Union in accordance with

(EU) No 1025/2012; deliverables addressing a request | with Regulation (EU) No Regulation (EU) No 1025/2012;
pursuant to Article 10(1) of 1025/2012; g ’

Regulation (EU) No 1025/2012
were not adopted,

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

EP Mandate

Council Mandate

Draft compromise text

69a

(aa) where a reference to
harmonised standards covering
the relevant essential
requirements set out in Annex I1

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:;

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

, point (b)

(b) where 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

(b) where severe disruptions in the
functioning of the Singleinternal
market, which led to the activation
of the Singfeinternal market
emergency mode in accordance
with Article 14 of [the
SMEHMERA Regulation],
significantly restrict the

(b) where 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

(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

70 manufacturers to make use of possibilities of manufacturers to harmonised standards covering the | harmonised standards covering the
the harmonised standards make use of the harmonised relevant essential requirements set | relevant essential requirements set
covering the relevant essential standards covering the relevant out in Annex [I+te-thisRegulation | out in Annex Il and already
requirements set out in Annex I | essential requirements set out in and already published in the published in the Official Journal of
to this Regulation and already Annex II to this Regulation and Official Journal of the European | the European Union in accordance
published in the Official Journal | already published in the Official UnionOffieial Journal-of the with Regulation (EU) No
of the European Union in Journal of the European Union in EurepeanYnien in accordance 1025/2012.
accordance with Regulation accordance with Regulation (EU) with Regulation (EU) No
(EU) No 1025/2012. No 1025/2012. 1025/2012.

Article 1, first paragraph, point (2), amending provision, numbered paragraph (1a)
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Commission Proposal EP Mandate

Council Mandate

Draft compromise text

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

1. The implementing acts referred
10 in paragraph 1 shall deploy the
most appropriate alternative
technical solution for the purposes
of providing a presumption of
conformity in accordance with

70a paragraph 3. To this end, the
implementing act may publish the
references to European standards,
to relevant applicable international
standards or to national standards
or may establish common
specifications.
Article 1, first paragraph, point (2), amending provision, numbered paragraph (1a), point (a)
(a) publish the references to
relevant applicable international
70b standards that provide
presumption of conformity in
accordance with paragraph 3;
Article 1, first paragraph, point (2), amending provision, numbered paragraph (1a), point (b)
(b) if there is no relevant
applicable international
standards as referred to in point
a of this paragraph that cover
70c 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;

Article 1, first paragraph, point (2), amending provision, numbered paragraph (1a), point (c)
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70d

Commission Proposal

EP Mandate

Council Mandate

(¢) 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;

Draft compromise text

Article 1

, first paragraph, point (2), amending provision, numbered paragraph (1a), point (d)

70e

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

Article 1

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

71

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

2. The implementing acts referred
to in paragraph 1 of this Article
shall be adopted foHewine«
et e et

and-in accordance with the
examination procedure referred to
in Article 44(3) and they shall
apply to subsystems or safety

2. The implementing acts referred
to in paragraph 1-efthis-Astiele
shall be adopted feHewinga
consultation-of thesectoral-experts

and-in accordance with the
examination procedure referred to
in Article 44(3) and they shall

apply te-subsystems-or-safety

2. The implementing acts referred
to in paragraph 1-shall be adopted
in accordance with the examination
procedure referred to in Article
44(3) and they shall apply until the
last day of the period for which the
Single Market emergency mode
remains active, unless amended or
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Commission Proposal

EP Mandate

Council Mandate

Draft compromise text

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.

components placed on the market
until the last day of the period for
which the Singleinternal market
emergency mode remains active. £#
the-eariy-preparation-of When
preparing the draft implementing
act establishing the common
specification, the Commission shall
gathertake into account the views
of moleperboliv o onan e
established-wnderthe relevant
Commissionbodies and shall

he-drafi-imph .
aetduly consult all relevant
stakeholders.

comP oaerm -placed-on-themarket
until the last day of the period for
which the Single Market
emergency mode remains active—tn

the-earhy-orepr .08 mo- thedraft

unless amended or repealed in
accordance with paragraph 5.

repealed in accordance with
paragraph 5.

Article 1

7

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

)

71a

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

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.
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Commission Proposal

EP Mandate

Council Mandate

and shall duly consult all
relevant stakeholders.

based on COM text above, line 72

Draft compromise text

Article 1

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

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

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

3. Without prejudice to Article 17,
subsystems and safety components
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 II covered by those
standards, common specifications

2 specifications or parts thereof. standards, common specifications | or parts thereof. The presumption
or parts thereof. The presumption | of conformity provided by the
of conformity provided by the standards, parts thereof or the
standards or the common common specifications referred to
specifications referred to in the in the implementing act referred to
implementing act referred to in in paragraph 1 shall automatically
paragraph 1 shall automatically | cease to apply on the day the
cease to apply on the day the Single Market Emergency mode
Single Market Emergency mode | expires or is deactivated.
expires or is deactivated.

Article 1, first paragraph, point (2), amending provision, numbered paragraph (4)
4. By way of derogation from 4. By way of derogation from 4. By way of derogation from 4. By way of derogation from
73 Article 43a(3), first Article 43a(3), firstsubparasraph; | Article 43a(3), first subparagraph, | Article 43a(3), unless there is

subparagraph, unless there is
sufficient reason to believe that
the subsystems or safety

unless there is sufficient reason to
believe that the subsystems or
safety components covered by the

unless there is sufficient reason to
believe that the subsystems or
safety components covered by the

sufficient reason to believe that the
subsystems or safety components
covered by the standards or
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Commission Proposal

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 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

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-seidthose 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 Singleinternal
market emergency mode in
accordance with [the SAMELIMERA
Regulation].

Council Mandate

standards or common
specifications referred to in
paragraph 1-efthisAstiele- present
a risk to the health or safety of
persons, the subsystems or safety
components which are in
conformity in-eeomphianee-with
the satdstandards or common
specifications and which have
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
implementing act adopted pursuant
to paragraph 2-efthis-Astiele- and
after the expiry or deactivation of
the Single Market Emergency
mode in accordance with [the

SMEI Regulation[fthe-SMEL
Regulation].

Draft compromise text

common specifications referred to
in paragraph 1 present a risk to the
health or safety of persons, the
subsystems or safety components
which are in conformity with those
standards or common
specifications and which have been
placed on the market shall be
deemed compliant with the
essential requirements set out in
Annex Il 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/IMERA Regulation].

Article 1

, first paragraph, point (2), amending provision, numbered paragraph (5)
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5. When a Member State
considers 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 11, it shall inform the
Commission thereof with a
detailed explanation and the
Commission shall assess that
information and, if appropriate,

5. When a Member State considers
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 11, it shall inform the
Commission thereof with a detailed
explanation and the Commission
shall assess that information-e#e:—f
appropriates, The Commission

may amend, where appropriate,-6+

5. When a Member State considers
that a standard or common
specification referred to in
paragraph 1 does not entirely
satisfy the essential requirements
are- set out in Annex II, it shall
inform the Commission thereof by
submitting-with a detailed
explanation-and. The Commission
shall assess that
informationdetailed explanation

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 II, it shall inform
the Commission thereof by
submitting a detailed explanation.
The Commission shall assess that
detailed explanation and, where
appropriate, amend or repeal the
implementing act listing the
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Commission Proposal

amend or withdraw the
implementing act establishing
the common specification in
question.

EP Mandate

withdresy the implementing act
establishing the common
specification in question.

Council Mandate

and, if appropriate, amend or
withdrawrepeal the implementing
act listing the standard or
establishing the common
specification in question.

Draft compromise text

standard or establishing the
common specification in question.

Article 1

, first paragraph, point (2), amending provision, Article

75

Article 43f
Adoption of mandatory
common specifications

deleted

deleted

deleted

Article 1, first paragraph, point (2), 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

Article 1, first paragraph, point (2), 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

deleted

deleted

deleted
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Commission Proposal EP Mandate Council Mandate Draft compromise text

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.

Article 1, first paragraph, point (2), amending provision, numbered paragraph (3)

3. By way of derogation from
Article 43a(3), first deleted deleted deleted
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
those common specifications

78
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Commission Proposal

EP Mandate

Council Mandate

Draft compromise text

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, point (2), amending provision, Article

Article 43¢g Article 43¢g Article 43g
Prioritisation of market Prioritisation of market Article 43¢ Green

79 surveillance activities and surveillance activities and mutual Prioritisation of market
mutual assistance among assistance among authorities surveillance activities and mutual
authorities assistance among authorities

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

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

20 components designated as relevant goods. relevant goods. The Commission | relevant goods. The Commission

crisis-relevant goods.

shall facilitate 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 1, first paragraph, point (2), 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 staff of market
surveillance authorities
requesting assistance or by
providing logistical support
such as reinforcement of the
testing capacity for subsystems
and safety components
designated as crisis-relevant
goods.

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 &
Singtean 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 subsystems and safety
components designated as crisis-
relevant goods.

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 staff of
market surveillance authorities
requesting assistance or by
providing logistical support such as
reinforcement of the testing
capacity for subsystems and safety
components designated as crisis-
relevant goods.

Draft compromise text

2. The market surveillance
authorities of the Member States
shall ensure best efforts are made
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 authorities
requesting assistance or by
providing logistical support such as
reinforcement of the testing
capacity for subsystems and safety
components designated as crisis-
relevant goods.
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LT written comments on SMEI-Omnibus

Regarding the content — only a few remarks, because we expect to be given a proper place and
time (a WP) to state our position/ask concrete questions.

a)

b)

c)

General Product Safety Regulation and inclusion of non-harmonised goods. We need a better
explanation on why there is a need of such an extension of the scope. Non-harmonised
goods enjoy free movement based on the mutual recognition principle; they are not subject
to conformity assessment procedures, therefore some of SME Omnibus Articles are even not
relevant to these goods and could hinder their free movement.

Honestly ,we don’t understand the second issue, raised in the flash. What EP wants/what is
the outcome of the technical trilogues/what is the acceptable position for the EP?

Standards. We consider the general approach, which lists the hierarchy of the standards, a
right way forward. GA text is legally sound and clear. In addition, we find the wording of the
draft compromise text of Art 43e (Presumption of conformity based on standards and
common specifications) para 1a. chapeau unnecessary and repeating the previous para 1.
We can only repeat that we are against the mandatory COM tech specifications, especially
during the crisis mode.
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FI written comments on the main issues 1 and 3 (SMEI-Omnibus)

1. Scope
THE GPSR does not have type approval or other third party procedure, so we don’t see the benefits of

including it. Textile masks, for example, are constantly circulating freely on the EU market without any prior
approval. Meeting the presumption of conformity is not a precondition for marketing of a product for most
harmonised product sectors, let alone for GPSR.

Fl supports the Council General Approach of the scope. The focus of the SMEI omnibus should remain on
harmonised products.

3. Standards

We are supportive of a hierarchical approach to standards as in the Council General Approach. Use of
common specifications should only be the last resort.
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