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Styrelsen for ackreditering och teknisk kontroll (Swedac) ansvarar bl.a. for fragor
om teknisk kontroll, inklusive ackreditering och fragor i 6vrigt om bedémning av
6verensstammelse. Enligt forordningen (2009:895) med instruktion for Styrelsen
for ackreditering och teknisk kontroll, ansvarar Swedac dven for bedémningar
och anmdlningar av organ till Europeiska unionen for uppgifter i samband med
bedémning av éverensstimmelse i enlighet med harmoniserad unionslagstift-

ning.

Swedac ansvarar darutdver aven for ordférandeskapet och sekretariatet i Mark-
nadskontrollradet. Radet har till uppgift att fungera som ett nationellt samord-
ningsorgan i fragor om marknadskontroll av varor. | rddet ingér 16 marknadskon-
trolimyndigheter samt Kommerskollegium och Tullverket.

Swedac har anmodats att yttra sig 6ver ovan namnda remiss som ar ett forslag
till andringar i lagen (1992:1512) om elektromagnetisk kompatibilitet med
anledning av genomférandet av Europaparlamentets och radets direktiv
2014/30/EU av den 26 februari 2014 om harmonisering av medlemsstaternas
lagstiftning om elektromagnetisk kompatibilitet (EMC-direktivet).

Swedac har tre synpunkter. Den forsta synpunkten avser lagens angivna syfte
som Swedac anser har fatt en alltfér sndav omfattning. Den andra synpunkten &r
att Swedac saknar ett genomférande av artikel 2.3 i EMC-direktivet, av vilken det
framgar att det finns undantag till bestimmelserna i EMC-direktivet for exem-
pelvis matinstrument. Den tredje och sista av Swedacs synpunkter handlar om
att genomfdrandet av bestimmelserna behover fa ett tidigare ikrafttradande-
datum for inte skapa minskad konkurrenskraft for tilliverkare och anmélda organ

i Sverige.

! Vad god referera till denna beteckning vid all korrespondens med Swedac i detta drende.
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Lagens innehdll och syfte

11 a§idet remitterade forslaget till andring i lagen (1992:1512) om elektro-
magnetisk kompatibilitet, anges att regeringen eller den myndighet som rege-
ringen bestaimmer, i fraga om kommunikationer eller naringsverksamhet eller
skydd for liv, personlig sdakerhet eller hdlsa, far meddela foreskrifter.

Swedac beklagar att lagens syfte har formulerats som om det vore begransat till
kommunikationer, naringsverksamhet eller skyddet for manniskors liv, sakerhet
eller hdlsa. Syfteti 1 a § i det remitterade forslaget avviker darmed fran vad som
framgar av artikel 1 i EMC-direktivet. Swedac anser att EMC-direktivets syfte att
astadkomma en effektiv och val fungerande inre marknad, ocksd behover ut-
tryckas i lagen om elektromagnetisk kompabilitet och detta av féljande skal.

En av de viktigaste aspekterna pa en effektiv och val fungerande inre marknad ar
en marknad dar de ekonomiska aktérerna konkurrerar pa lika villkor utan illojal
konkurrens. Det verktyg som finns tillhands for att sakerstalla att produkter, som
inte uppfyller tillampliga krav i harmoniserad unionslagstiftning, hindras fran att
tillhandahallas pa marknaden ar marknadskontroll. Marknadskontrollens syfte ar
dels att sakerstalla att produkter uppfyller den skyddsniva som faststills i lag-
stiftningen, dels att sakerstédlla en val fungerande inre marknad vilket omfattar
att de ekonomiska aktérerna konkurrerar pa lika villkor.

Da lagstiftaren nu har angett att foreskrifter fir meddelas i friga om kommuni-
kationer eller ndringsverksamhet eller skydd for liv, personlig sakerhet eller
hdlsa, kan det uppsta missforstand avseende marknadskontrollmyndighetens be-
fogenheter att beakta en val fungerande inre marknad i sin tillsyn och beivra il-
lojal konkurrens. Detta motverkar syftet med harmoniserad europeisk produkt-
lagstiftning och kan pa sikt fa negativa ekonomiska konsekvenser fér svensk in-
dustri.

Nagot forenklat kan sagas att marknadskontrollmyndigheternas verktyg for att
ingripa mot illojal konkurrens ur andra aspekter an sakerhet och miljo, aterfinns i
EMC-direktivets artikel 40 som behandlar formell bristande 6verensstimmelse.
For att genomfdra direktivets artikel 40 foreslar Swedac darfér att marknadskon-
trollimyndighetens befogenheter i lagen att vidta atgdrder och aterkallelser vid
bristande formell 6verensstammelse fortydligas.

Det remitterade forslaget innebdr ny lagstiftning som ar av avgérande betydelse
fér marknadskontroll av produkter som omfattas av harmoniserad produktlag-
stiftning. Swedac anser mot denna bakgrund att det &r viktigt att lagstiftningen
utformas pa ett transparent satt for att méjliggora effektiv marknadskontroll
som inte bara beaktar skyddet fér konsumenter och milj6, utan dven behovet att
skydda seridsa foretag fran illojal konkurrens, och att syftet med den svenska
lagstiftningen sammanfaller med syftet med det direktiv som den avser att infor-
liva.

Genomférande av artikel 2.3 i EMC-direktivet saknas

Swedac saknar i det remitterade forslaget ett genomférande av artikel 2.3 i
EMC-direktivet. | ndmnda artikel anges féljande:
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”NGdr, fér den utrustning som avses i punkt 1, de vdsentliga krav som anges i
bilaga I helt eller delvis anges mer specificerat i annan unionslagstiftning, ska
detta direktiv inte tillimpas, eller ska inte Idngre tillimpas, for denna utrust-
ning med avseende pd sGdana krav frén och med dagen fér den unionslag-
stiftningens genomférande.”

Bestammelsen innebar siledes att om det finns krav pa elektromagnetisk kom-
pabilitet i annan unionslagstiftning, sa galler inte EMC-direktivet. Detta undantag
aterspeglas exempelvis i Europaparlamentets och radets direktiv 2014/32/EU av
den 26 februari 2014 om harmonisering av medlemsstaternas lagstiftning om
tillhandahdllande pa marknaden av matinstrument (MID), som anger féljande i
artikel 2.2.

”I fréga om krav pa elektromagnetisk télighet utgér detta direktiv ett sér-
direktiv som avses i artikel 2.3 i Europaparlamentets och rddets direktiv
2014/30/EU. Det direktivet fortsdtter att vara tillimpligt pé utsléppskraven.”

Genom att artikel 2.3 i EMC-direktivet inte verkar genomford, sa finns det ingen
uppgift om att det finns undantag till bestammelserna i EMC-direktivet for ex-
empelvis matinstrument. Av det remitterade forslaget framgar att forordning
(1993:1067) om elektromagnetisk kompatibilitet inte kommer att dndras. For-
ordningen skulle enligt Swedacs mening annars vara en lamplig plats for att ange
att det finns ett undantag i bestammelserna om elektromagnetisk kompabilitet
for matinstrument.

Ikrafttrddandedatum

| det remitterade forslaget anges att de andringar som féranleds av det omarbe-
tade EMC-direktivet foreslas trada i kraft samma dag som reglerna ska borja till-
lampas, det vill sdga den 20 april 2016. Swedac foreslar att genomférandet av
bestammelserna far ett tidigare ikrafttradandedatum. Skélet till detta &r fél-
jande.

EU-lagstiftaren har férutom EMC-direktivet publicerat ytterligare elva direktiv
som alla har anpassats till Europaparlamentet och radets beslut nr 768/2008/EG
av den 9 juli 2008 om en gemensam ram for saluféring av produkter och upphé-
vande av radets beslut 93/465/EEG.

Varje direktiv innehaller ett kapitel om krav pa organ for bedomning av 6verens-
stdmmelse som ska anmailas till kommissionen, sd kallade anmalda organ.
Swedac har, i sin roll som anmélande myndighet, fatt i uppdrag i 2015 ars regle-
ringsbrev att genomfora de krav fran dessa direktiv som riktar sig mot anmaélda
organ. Dessa har Swedac genomfort i Styrelsens for ackreditering och teknisk
kontroll foreskrifter (2015:6) och allmdnna rad om anmaélda organ inom vissa
omrdden. Foreskriften tradde ikraft den 1 juli 2015.

Kommissionen har anfort att det inte finns nagot hinder for medlemsstaterna att
beddéma och anmala organ for bedémning av Gverensstimmelse gentemot de
nya bestammelser som nu ska genomféras, innan bestaimmelserna trader i kraft.
Kommissionen vill att de anmalda organen inom EU ska kunna verka direkt
gentemot de nya bestdmmelserna sa snart dessa borjar gélla. De anmalda orga-
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nen ska inte behdva forlora tid for att medlemsstaterna anmaler organen forst
efter det att de olika direktiven har tratt ikraft. Kommissionen har darfér upp-
manat medlemsstaterna att genomfora och tillimpa bestammelserna i de direk-
tiv som hor till det sa kallade Anpassningspaket (Alignment Package) fore ikraft-
tradandedatum (se bilagorna 1 och 2).

Swedac kan som anmalande myndighet inte anmala organ for bedomning av
6verensstammelse innan EMC-direktivets bestaimmelser har genomférts i sin
helhet. For att de anmalda organen ska kunna bli anmilda och verka under det
omarbetade EMC-direktivet skulle ett idealiskt ikrafttraidandedatum fér det re-
mitterade forslaget vara senast den 20 januari 2016. Om det nu remitterade for-
slaget trader ikraft senast den 20 januari 2016, kommer de anmilda organen
som arbetar med beddmning av 6verensstimmelse mot EMC-direktivet sanno-
likt att kunna arbeta direkt mot de nya bestammelserna fran och med den

20 april 2016.

Om Sverige inte kan anmala organen i tid innebar detta att Sverige under en
period kommer att std utan anmalda organ som far bedéma mot de nya be-
stammelserna. EMC-direktivets olika ekonomiska aktérer kommer da att behdva
vanda sig till nya anmadlda organ i andra medlemsstater for intyg och kontroller.
Ett sent genomforande kan darfor skapa minskad konkurrenskraft for tillverkare
och anmadlda organ i Sverige.

Detta yttrande har beslutats av generaldirektéren Peter Strémback efter fore-

dragning av juristen Ulrika de la Iglesia. Avdelningschefen Gerda Lind, bedom-

ni daren Stina Nylén samt utredarna Agneta Ebbesson och Géran Lundmark
ar deltagit vid den slutliga handldggningen av drendet.
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EUROPEAN COMMISSION
O Directorate-General for Internal Market, Industry, Entrepreneurship and SMEs
{* . Single Market for goods
] Director
BI'USSClS, i 9 FEV 2015
GROW.CI/NMG/el D(2015)775478
Mr Anders Rénquist
Director-General for Legal Affairs
Ministry for Foreign Affairs
SE-103 39 Stockholm
Subject: A request for clarification as regards the notification of notified
bodies following the entry into force of the Alignment package
Dear Mr Ronquist,

Thank you for your letter of 28 November 2014 to Mr Calleja, which has been passed to
me for reply. I apologise for the delay in sending you this reply.

In the document that you refer to, CERTIF 2013-07-REV 1 — Time frames for notification
of NBs following the entry into force of the Alignment Package (enclosed), the
Commission invites the Member States to submit in good time the notifications of their
notified bodies under the legislation of the Alignment Package. The condition set down
for such notification is that the relevant technical harmonisation legislation be transposed
into the national law of the notifying Member State.

The CERTIF document states, at point 3.2., that it will be possible for a notifying
authority “to place a notification in NANDO as soon as that Member State has
transposed the relevant legislative act into national law.” In your letter you express the
concern that it should not be possible to assess and notify notified bodies against the
requirements of the aligned legislation until the end of the transitional period, when the
legislation in question will apply.

Our reply to this concern is that while the aligned legislation must apply from the
transposition deadline in 2016, this does not prevent the Member States from applying
the provisions of that legislation before that date, that is, as soon as they have transposed
it into their national law. The deadline date is a final date after which the legislation has
to be transposed in each Member State, but the legislation itself is in force at EU level
from 20 days after its adoption by the European Parliament and Cw_cjl.\

Yours sincerely, ’ \

Valentina Superti
Enclosure: 1

cc: Christian. Finnerman/a@igov.se

Commission européenne/European Commission, 1049 Bruxelles/Brussels, BELGIQUE/BELGIUM - Tel. +32 22991111
Office: N105 4/25 - Tel. direct line +32 229-54836.
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Brussels,

NOTE TO THE EXPERT GROUP ON THE INTERNAL MARKET FOR PRODUCTS (IMP)
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Abstract:

The purpose of this paper is to inform Member States of the deadlines for
transposition of the legislation in the Alignment Package, and to advise on how to
ensure that the notification of notified bodies under the new legislation will be
processed in good time.
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EUROPEAN COMMISSION
ENTERPRISE AND INDUSTRY DIRECTORATE-GENERAL

Single Market for goods
Internal Market and its International Dimension

Brussels,

CERTIF 2013 -11-REV 1
IMP NOO

Time frames for notification of NBs following the entry into force of the Alignment

Package
1. Transposition
1.1. The NLF Alignment Package involves recasting the existing directives, and

1.2.

1.3.

1.4.

L.5.

Member States will have to transpose the new and modified provisions into
their national laws within the time frame specified in the directives. For a full
list of the directives, see point 2 below.

The deadline set for application of the directives in the Package is 20 April
2016. On this date, the old directives will be repealed and replaced by those of
the Alignment Package.

The deadline for Directive 2013/53/EU of the European Parliament and of the
Council of 20 November 2013 on recreational craft and personal watercraft
and repealing Directive 94/25/EC is 18 January 2016.

The deadline for 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
(recast) is 1 July 2015.

The deadline for Directive 2014/53/EU of the European Parliament and of the
Council of 16 April 2014 on the harmonisation of the laws of the Member
States relating to the making available on the market of radio equipment and
repealing Directive 99/5/EC is 12 June 2016.

List of aligned legislation

1)

2)

3)

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 (recast)

DIRECTIVE 2013/53/EU OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 20 November 2013 on recreational craft and personal
watercraft and repealing Directive 94/25/EC

DIRECTIVE 2014/28/EU OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 26 February 2014 on the harmonisation of the laws of

2



4)

3)

6)

7)

8)

9

the Member States relating to the making available on the market and
supervision of explosives for civil uses (recast)

DIRECTIVE 2014/29/EU OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 26 February 2014 on the harmonisation of the laws of
the Member States relating to the making available on the market of simple
pressure vessels (recast)

DIRECTIVE 2014/30/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 electromagnetic compatibility (recast)

DIRECTIVE 2014/31/EU OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 26 February 2014 on the harmonisation of the laws of
the Member States relating to the making available on the market of non-
automatic weighing instruments (recast)

DIRECTIVE 2014/32/EU OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 26 February 2014 on the harmonisation of the laws of
the Member States relating to the making available on the market of
measuring instruments (recast)

DIRECTIVE 2014/33/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 lifts and safety components for lifts (recast)

DIRECTIVE 2014/34/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 equipment and protective systems intended for
use in potentially explosive atmospheres (recast)

10) DIRECTIVE 2014/53/EU OF THE EUROPEAN PARLIAMENT AND OF

THE COUNCIL of 16 April 2014 on the harmonisation of the laws of the
Member States relating to the making available on the market of radio
equipment and repealing Directive 1999/5/EC

3. Notified Bodies

3.1.

3.2

One of the objectives of the NLF is to improve the quality of notified bodies
and the transparency of the assessment of their competence. New
requirements are set out regarding the obligations on notified bodies and the
procedure for their notification, including the introduction of an ‘objection
period’ for each notification (see below). The new legislation will therefore
require new notifications of all notified bodies.

In order to ensure that the notified bodies can be fully operational at the
moment the directives begin to apply, the transitional period will allow for the
notification of notified bodies before the transposition deadline. It will
therefore be possible for a notifying authority to place a notification in
NANDO as soon as that Member State has transposed the relevant legislative
act into national law. A notified body may thus be notified under both the old
and the new legislation during the transitional period, but the notification
3



3.3.

under the old legislation will expire automatically on the date of application
of the new legislation.

At the end of the transitional period, all lists of notified bodies for the old
legislation will be removed from the ‘current’ to the ‘expired/withdrawn’ list
on the NANDO web site. Only those notified bodies which are then notified
under the aligned legislation will be authorised to operate.

Objection procedure

4.1.

4.2.

4.3.

The notification process will have a new feature, namely the possibility for
other Member States to formally object to a notification. For notifications
based on accreditation the period for raising such objections is two weeks,
whereas for notifications not based on accreditation the period is two months
(reference provision R23.5 of Decision No 768/2008/EC).

The NANDO notification system (the restricted NANDO-Input part which is
accessible only to the notifying authorities) has been set up to handle the
objection procedure. The objection procedure is initiated by a ‘preliminary
notification’ e-mail being sent from NANDO to the notifying authorities that
are competent for the sectoral legislation concemed. At that point they can use
the NANDO-Input facility to lodge an objection. Any objection received can
be viewed by all the concerned notifying authorities.

A notification will only appear in the public part of NANDO at the moment of
‘final notification’, so that the objection procedure will be restricted to the
notifying authorities, and not available as public information.

Requirements for notifying authorities

5.1.

5.2.

5.3.

54.

5.5.

The new directives will introduce requirements for notifying authorities
relating to their responsibilities in assessing, notifying and monitoring notified
bodies (reference provision R14 of Decision No 768/2008/EC).

A further set of criteria seeks to guarantee the impartiality and to avoid
conflicts of interest (reference provision R15 of Decision No 768/2008/EC).

Alignment will furthermore reinforce the notification requirements and
introduce a number of information obligations for the notifying authorities
(reference provisions R16 and R17 of Decision No 768/2008/EC).

The re-notification of notified bodies will require Member States to review all
the existing notifications in the light of the new requirements. This will mean
an increased workload for notifying authorities during the transitional period.

In order to avoid a backlog of pending notifications of notified bodies at
the end of the transitional period, Member States are strongly advised to
ensure early transposition of the legislation, and subsequent notification
of notified bodies.



5.6.

Notifications should be sent to the Commission preferably 6 months - and at
the very latest 2-3 months - before the deadline date, in order to take into
account the objection procedure as well as the potential volumes of
notifications to be processed in the time leading up to the end of the
transitional period.

Requirement concerning notification procedures

6.1.

6.2.

6.3.

6.4.

6.5.

The provisions in the aligned directives that incorporate those of Article R16
of Decision No 768/2008/EC will require that Member States “inform the
Commission of their procedures for the assessment and notification of
conformity assessment bodies and the monitoring of notified bodies, and of
any changes thereto”. The Commission must then make that information
publicly available.

A template for providing this information was approved in the IMP meeting
of 11 April 2013 (Working document IMP N0OS).

That template was subsequently incorporated in the NANDO system and is
now available for Member States to encode their notification procedures
directly using NANDO-Input.

Notifying authorities must send their notification procedures either before or
at the same time as sending any notifications of notified bodies under a
particular directive. A notification of a notified body cannot be published in
NANDO unless the notification procedures for that directive are also present
on the web site.

Once validated, they will be published on the NANDO website page of the
notifying authority concerned.



