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The Agency shall make available on its web-site broad information on uses, taking into
account Articles 118 and 119 on access to information, for which applications have been
received and for reviews of authorisations, with a deadline by which information an

alternative substances or technologies may be submitted by interested third parties.

In preparing its opinion, each Committee referred to in paragraph 1 shall first check that the
applicaficn includes all the information specified in Article 62 that is relevant o its remit. if
necessary, the Committees shall, in consuitation with each other, make a joint request to the
applicant for additional information to bring the application into conformity with the
requirements of Article 82, The Committee for Socig-economic Analysis may, if it deams it
necessary. require the applicant or request third parties to submit, within a specified time
period, additional information on possihle alternative substances or technologies. Each

Committee shall also take into account any information submitted by third pacties.

The draft opinions shall include the following elements:

(a) Commitiee for Risk Assessment: an assessment of the risk to human health and/or the
environment arising from the use(s) of the substance, including the appropriateness and
effectiveness of the risk management measures as described in the application and, if

relevant, an assessment of the risks arising from possible alternatives;
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() Committee for Socic-economic Analysis: an assessment of the socio-economic factars
and the availability, suitability and technical feasibllity of alternatives associated with the
use(s) of the substance as described in the application, when an appiication is made in
accordance with Article 62 and of any third pary contributions submitted under

paragraph 2 of this Article.

The Agency shall send these draft opinions to the applicant by the end of the deadline set
out in paragraph 1. Within one month of receipt of the draft opinion, the applicant may
provide written notice that he wishes to comment. The draft opinion shall be deemed fo have

been received seven days after the Agency has sent it.

If the applicant does not wish to comment, the Agency shall send these opinions to the
Commission, the Member States and the applicant, within 15 days of the end of the period
within which the applicant may comment or within 15 days of receipt of notice from the

applicant that he does not intend to comment.

If the applicant wishes to comment, he shall send his written argumentation to the Agency
within two months of the receipt of the draft opinion. The Committees shali consider the
comments and adopt their final opinions within two months of receipt of the written
argumentation, taking this argumentation into account where appropriate. Within a further 15
days the Agency shall send the opinions, with the written argumentation attached, to the

Commission, the Member States and the applicant.
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10,

The Agency shall determine in accordance with Ardicles 118 and 119 which parts of its
opinions and parts of any attachments thereto should be made publicly available on its

website.

In cases covered by Aricle 63(1), the Agency shall treat the applications together, provided

the deadlines for the first application can be met.

The Commission shall prepare a draft authorisation decision within three months of receipt of
the opinions from the Agency. A final decision granting or refusing the authorisation shall be

taken in accordance with the procedure referred to in Article 133(2).

Summaries of the Commission decisions, including the authorisation number and the reasons
for the decision, in paricular where suitable alternatives exist, shall be published in the
Official Journal of the European Union and shall be made publicly available in a database

established and kept up to date by the Agency.

In cases covered by Aricle 83(2), the deadline set out in paragraph 1 of this Article shall be

shortened to five months.
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Chapter 3

Authorisations in the supply chain

Article 65

Obligation of holders of authorisations

Hoiders of an authorisation, as well as downstream users referred to in Article 56(2) including the

substances in a preparation, shall include the authorisation number on the label before they place

the substance or a preparation containing the substance on the market for an authorised use
without prejudice to Directive B7/648/EEC and Directive 1999/45/EC. This shall be done without

deifay ance the authorisation number has been made publicly available in accordance with Article

64(9).
Article 66
Downstream users
1. Downstream users using a substance in accordance with Aricle 56(2) shall notify the
Agency within three months of the first supply of the substance.
2. The Agency shall establish and keep up to date a register of downstream users who have

made a notification in accordance with paragraph 1. The Agency shall grant access to this

register to the competent authorities of the Member States.
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TITLE VIl
RESTRICTIONS ON THE MANUFACTURING,
PLACING ON THE MARKET AND USE OF
CERTAIN DANGEROUS SUBSTANCES,
PREPARATIONS AND ARTICLES

Chapter 1

General issues

Article 67

General provisions

A substance on its own, in a preparation or in an aricle, for which Annex XVII contains a
restriction shall not be manufactured, placed on the market or used unless it complies with
the conditions of that restriction. This shall not apply to the manufacture, placing on the
market or use of a substance in scientific research and development. Annex XVII shall
specify if the restriction shall not apply to product and process orientated research and

development, as well as the maximum quantity exempted.

Paragraph 1 shall not apply to the use of substances in cosmetic products, as defined by
Directive 76/768/EEC, with regard fo restrictions addressing the risks to human health within

the scope of that Directive.
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3. Until 1 June 2013, a Member State may maintain any existing and more stringent restrictions
in refation to Annex XVI on the manufacture, placing on the market or use of a substance,
provided that those restrictions have been notified according to the Treaty. The Commission

shall compile and publish an inventory of these restrictions by 1 June 2009.

Chapter 2

Restrictions process

Article 68

Introducing new and amending current restrictions

1. When there is an unacceptable risk to human health or the environment, arising from the
manufacture, use or placing on the market of substances, which needs to be addressed on a
Community-wide basis, Annex XVII shall be amended in accordance with the procedure
referred to in Article 133(4) by adopting new restrictions, or amending current restrictions in
Annex XVII, for the manufacture, use or placing en the market of substancas on their own, in
preparaticns or in articles, pursuant to the procedure set out in Articles 69 to 73. Any such
decision shall take into account the socio-economic impact of the restriction, including the

availability of alternatives.

The first subparagraph shall not apply to the use of a substance as an on-site isolated

intermediate.
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For a substance on its own, in a preparation or in an article which meets the criteria for
classification as carcinogenic, mutagenic or toxic to reproduction, category 1 or 2, and could
be used by consumers and for which restrictions to consumer use are proposed by the
Commission, Annex XVIl shall be amended in accordance with the procedure referred to in
Article 133(4). Articles 69 to 73 shall not apply.

Article 68

Preparation of a proposal

If the Commission considers that the manufacture, placing on the market or use of a
substance on its own, in a preparation or in an article poses a risk to human heaith or the
environment that is not adequately controlled and needs to be addressed, it shall ask the

Agency to prepare a dossier which conforms to the requirements of Annex XV.

After the date referred to in Aricle 58(1)c){i} for a substance listed in Annex XIV, the
Agency shall consider whether the use of that substance in articles poses a risk to human
health or the envirghment that is not adeguately controlled. If the Agency considers that the
risk Is not adequately controlled, it shall prepare a dossier which conforms to the

requirements of Annex XV.

Within 12 months of the receipt of the request from the Commission in paragraph 1 and if
this dossier demonstrates that action on a Community-wide basis is necessary, beyond any
measures already in place, the Agency shall suggest restrictions, in order to initiate the

restrictions process.
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If a Member State considers that the manufacture, placing on the market or use of a
substance on its own, in a preparation or in an article poses a risk to human health or the
environment that is not adequately controlied and needs to be addressed it shall notify the
Agency that it proposes to prepare a dossier which conforms to the requirements of the
relevant sections of Annex XV. If the substance is not on the list maintained by the Agency
referred to in paragraph 5 of this Aricle, the Member State shall prepare a dossier which
conforms to the requirements of Annex XV within 12 months of the nofification to the
Agency. If this dossier demonstrates that action on a Community-wide basis is necessary,
beyond any measures already in place, the Member State shali submit it to the Agency in

the format outlined in Annex XV, in order to initiate the restrictions process.

The Agency or Member States shail refer to any dossier, chemical safety report or risk
assessment submitted to the Agency or Member State under this Regulation, The Agency or
Member States shall also refer to any relevant risk assessment submitted for the purposes of
other Community Regulations or Directives. To this end other bodies, such as ageéncies,
established under Community law and carrying out a similar task shall provide information to

the Agency or Member Stale concerned on request.
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The Committee for Risk Assessment and the Committee for Socio-economic Analysis shall
check whether the dossier submitted conforms to the requirements of Annex XV. Within 30
days of receipt, the respective Committee shall inform the Agency or the Member State
suggesting restrictions, as to whether the dossier conforms. If the dossier does not conform,
the reasons shall be given fo the Agency or the Member State in writing within 45 days of
receipt. The Agency or the Member State shall bring the dossier into conformity within 60
days of the date of receipt of the reasons from the Committees, otherwise the procedure
under this Chapter shall be terminated. The Agency shall publish without delay the intention
of the Commission or of a Member State to instigate a restriction procedure for a substance

and shall inform those who submitted a registration for that substance.

The Agency shall maintain a list of substances for which a dossier conforming to the
requirements of Annex XV is planned or underway by either the Agency or a Member State
for the purposes of a proposed restriction. If a substance is on the list, no other such dossier
shall be prepared. If it is proposed by either a Member State or the Agency that an existing
restriction listed in Annex XVII should be re-examined a decision on whether to do so shall
be taken in accordance with the procedure referred to in Article 133(2) based on evidence

presented by the Member State or the Agency.
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8. Without prejudice o Articles 118 and 119, the Agency shaill make publicly availabie on its
website all dossiers conforming with Annex XV including the restrictions suggested pursuant
to paragraphs 3 and 4 of this Article without delay, clearly indicating the date of publication.
The Agency shall invite all interested parties to submit individually or jointly within 6 months

of the date of publication:

(a) comments on dossiers and the suggested restrictions;

{b) a socio-economic analysis, or information which can contribute to one, of the
suggested restrictions, examining the advantages and drawbacks of the proposed

restrictions. 1t shall conform to the requirements in Annex XVI.

Article 70

Agency opinion: Committee for Risk Assessment

Within nine months of the date of publication referred to in Article 69(6), the Committee for Risk
Assessment shall formulate an opinion as to whether the suggested restrictions are appropriate in
reducing the risk to human health and/or the environment, based on its consideration of the relevant
parts of the dossier. This opinion shall take account of the Member State dossier or of the dossier
prepared by the Agency at the request of the Commission, and the views of interested parties

referred to in point (a) of Article 69(6).
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Article 71

Agency opinion: Committee for Socio-economic Analysis

within 12 months of the date of publication referred to in Article 69(6), the Committee for
Socic-econemic Analysis shall formulate an opinion on the suggested restrictions, based on
its consideration of the relevant parts of the dossier and the socio-economic impact. it shall
prepare a draft opinicn on the suggested restrictions and on the related socio-economic
impact, taking account of the analyses or information according to peint (b} of Article 69(8), if
there are any. The Agency shall publish the draft opinion on its website without delay. The
Agency shall invite interested parties to give their comments on the draft opinion no later

than 60 days from the publication of that draft opinion.

The Committee for Socio-economic Analysis shall without delay adopt its opinion, taking into
account where appropriate further comments received by the deadling set. This opinion shall
take account of the comments and socio-economic analyses of interested parties submitted

under point (b} of Article 63(6} and under paragraph 1 of this Article.

Where the opinion of the Committee for Risk Assessment diverges significantly from the
restrictions suggested, the Agency may postpone the deadline for the opinion of the

Committee for Sccip-economic Analysis by a maximum of 90 days.
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Article 72

Submission of an opinion to the Commission

The Agency shall submit to the Commission without delay the opinions of the Committees for
Risk Assessment and Socio-economic Analysis on restrictions suggested for substances on
their own, in preparaticns or in articles. If one or both of the Committees do not formulate an
opinicn by the deadline set in Article 70 and Article 71(1) the Agency shall inform the

Commission accordingly, stating the reasons.

Without prejudice to Articles 118 and 119 the Agency shall publish the opinions of the two

Committees on its website without delay.

The Agency shall provide the Commission andfor Member State on request with all

documents and evidence submitted to or considered by it.

Article 73

Commission decision

If the conditions laid down in Aricle 68 are fulfilled, the Commission shall prepare a draft
amendment to Annex XVII, within three months of receipt of the opinion of the Committea for
Socio-economic Analysis or by the end of the deadline established under Article 71 if that

Committee does not form an epinion, whichever is the earlier.
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Where the draft amendment diverges from the original proposal or if it does not take the
opinions from the Agency into account, the Commission shall annex a detailed explanation of

the reasons for the differences.

A final decision shall be taken in accordance with the procedure referred 1o in Article 133(4).
The Commission shall send the draft amendment to the Member States at least 45 days

before voting.

TITLEIX
FEES AND CHARGES

Article 74

Fees and charges

The fees that are required according to Article B{(4), Article 7(1) and (5), Anicle 8(2), Article
11{4), Article 17{2), Article 18{(2), Article 19(3), Article 22(5), Article 62(7) and Article 92(3)
shall be specified in a Commission Regulation adopted in accordange with the procedure
referred to in Article 133(3) by 1 June 2008.

A fee need not be paid for a registration of a substance in a quantity of between 1 and 10

tonnes where the registration dossier contains the full information in Annex VII.
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The structure and amount of the fees referred to in paragraph 1 shall take account of the
work required by this Regulation to be carried out by the Agency and the competent authority
and shail be fixed at such a level as to ensure that the revenue derived from them when
combined with other scurces of the Agency's revenue pursuant to Article 96(1) is sufficient to
cover the cost of the services delivered. The fees set for registration shall take into account

the work that may he done pursuant to Title VI.

In the case of Article 6(4), Adicle 7{1} and (5}, Aricle 9(2), Aricle 11(4), Acticte 17(2) and
Anticte 18(2), the structure and amount of fees shail take account of the tonnage range of the
substance being registered.

In all cases, a reduced fee shall be set for SMEs.

In the case of Article 11(4), the structure and amount of fees shall take into account whether

information has been submitted jointly or separately.

In the case of a request made under Article 10(a){xi), the structure and amount of fees shall

take into account the work required by the Agency in assessing the justification.

The Regulation referred to in paragraph 1 shall specify the circumstances under which a

proportion of the fees will be transferred to the relevant Member State competent authority.

The Agency may collect charges for other services it provides.
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TITLEX
AGENCY

Article 75

Establishment and review

A Eurgpean Chemicals Agency is established for the purposes of managing and in some

cases carrying out the technical, scientific and administrative aspects of this Regulation and

to ensure consistency at Community ievel in relation to these aspects.

The Agency shall be subject to a review by 1 June 2012,

Article 76

Composition

The Agency shall comprise:

(a) a Management Board, which shall exercise the responsibilities set out in Article 78;

(b} an Executive Director, who shall exercise the responsibilities set out in Article 83;

(c) a Committee for Risk Assessment, which shall be responsible for preparing the opinion

of the Agency on evaluations, applications for authorisation, proposals for restrictions

and proposals for classification and labelling under Title Xl and any other questions

that arise from the operaticn of this Regulation relating to risks to human health or the

environment;
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(d)

(&)

M

(9)

(b}

a Committee for Socio-ecenomic Analysis, which shall be responsible for preparing the
opinion of the Agency on applications for authorisation, proposals for restrictions, and
any other questions that arise from the operation of this Regulation relating to the

socio-econamic impact of possible legislative action on substances;

a Member State Committee, which shall be responsible for resolving polential
divergences of opinions on draft decisions proposed by the Agency or the Member
States under Title VI and proposals for identification of substances of very high concern

o be subjected to the authorisation procedure under Title VII;

a Forum for Exchange of Information on Enforcement (hereinafter referred to as
“"the Forum™ which shall coordinate a network of Member States authorities

responsible for enforcement of this Regulation;

a Secretariat, which shall work under the leadership of the Executive Director and
provide technical, scientific and administrative support for the Committees and the
Forum and ensure appropriate coordination between them. It shall also undertake the
work required of the Agency under the procedures for pre-registration, registration and
evaluation as well as preparation of guidance, database maintenance and information

provision;

a Board of Appeal, which shall decide on appeals against decisions taken by the

Agency.
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The Committees referred to in points {c), (d) and {e) of paragraph 1 (hereinafter referrad to
as "the Committees”) and the Forum may each establish working groups. For this purpose
they shall adopt, in accordance with their rules of procedure, precise arrangsments for

delegating certain tasks to these working groups.

The Committees and the Forum may, if they consider it appropriate, seek advice on
important questions of a general scientific or ethical nature from appropriaie sources of

experlise.

Article 77

Tasks

The Agency shall provide the Member States and the institutions of the Community with the
best possible scientific and technical advice on questions relating to chemicals which fall
within its remit and which are refered to it in accordance with the provisions of this

Regulation.

The Secretariat shall undertake the following tasks:

(a) performing the tasks allotted to it under Title Il including facilitating the efficient
registration of imported substances, in a way consistent with the Community's

international trading obligations towards third couniries;

{b) performing the tasks alloited to it under Title Ili;
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{c)

(d)

(&)

g

&)

(h)

performing the tasks allotted 1o it under Title VI;
performing the tasks allotted to it under Title VIII;

establishing and maintaining database(s) with information on all registered substances,
the classification and labelling inventory and the harmonised classification and labelling
list. It shall make the information identified in Asrticle 119(1) and {2) in the database(s)
publicly available, free of charge, over the Intemnet, except where a request made
under Article 10{a)}{xi) is considered justified. The Agency shail make other information

in the databases available on request in accordance with Article 118;

making publicly avaiiable informaticn as to which substances are being, and have been
evaluated within 90 days of receipt of the information at the Agency, in accordance
with Article 119(1);

providing technical and scientific guidance and tools where appropriate for the
operation of this Regulation in particular to assist the development of chemical safety
reports (in accordance with Article 14, Article 31{1) and Article 37(4)} and application of
Articie 10{(a)(viii), Article 11(3) and Article 19(2) by industry and especially by SMEs;
and technical and scientific guidance for the application of Article 7 by producers and

importers of articies;

providing technical and scientific guidance on the operation of this Regqulation for
Member State competent authorities and providing support to the helpdesks

established by Member States under Title XIII;



30.12.2006 |y Official Journal of the European Union L396/176

= e v oY e w o
(C) ﬂguﬁﬁquﬂ']““u']ﬂﬂ\lﬂﬁuaﬂmil%ﬁ'\&]u'ifiwn Vi

(d)

{e)

(f

()

(h)

o v Y s w w ]
Ufidauauwinfin ldsudasssliaussni Vi

a a a | - & PP

Rawwazhpinmgwdanavasmnaiifsenzibounivaee  davimsyunmsiuun

tssianuaznsdiaaminmnadl lesdardayaanuanan 119(1) uas 2) 1ilugwiaya
T . IE=) 1 -3 A -3

Twuimsudansisaswlan lifaarsrsutoumedumafiiia  onidu  nidiniisaany

- R S | I3 O v i .

W97 10(@)xi) TIABWITIULAHHRNWD uﬁ:amninmammaowﬁwagaauﬂ 1u§'mma;da
Lo h'd A =

Twwiay Walimsuaunanauias 118

Lot /e 1 o O A & G G =l g = L3
Lljﬂl,fwlU‘].IEIHﬁk‘nﬂm'ﬁ"l‘il'l»t"ﬁul.rlU"JﬂiJEVﬁLﬂlJYIT’I']ﬁdi]@‘ﬁ'\‘ﬁ'ia‘l@]ﬂ'lﬂ"I‘S'Ll'S:LiJuLLa? .ﬂ']le'ﬂ»

kol Lr] e ﬂ{ h o
90 Tl iunldFudaysainasininanauna 119 (1)

ﬁ'ﬂﬁ']fqiflﬂﬂ']d’iﬂ&l’lﬂ’]ﬂ@‘lﬁlﬁ:ﬁ’lﬂﬁﬂuﬂ:m%i)aﬂam"l{l‘j Wensdfinmsawssioudl
Tamawizagnads Walianusiomdalumydarirenusulsaadurasmsiediany
WMTT 14 am 31(1) uazaneT 37(4) ussmadfdenumnas 10@a)yii) wem
11(3) uszuaT 19(2) YaIgna MmNz laglawizdamianmnanaussTwIntay uas
dllamdinamaaiuazinaila Wamslinan 7 vosHRauaR LA e

had : - ol A Sl =y :
Tadanglonuingimaaiuazinalie Aprdundudunvaumnfouil va9
, - o B % a oy 3 f =
wihisnumndwieresizmndn  welimasivauuuinihonuldenudiamied
v 2 = a =

Taaslagiganinanauind X



LRI TT Official Joumal of the European Urnion 30.42.2006

0

(k)

(1

{m)

(n}

(0)

providing guidance to stakeholders including Member State competent authorities on
communication to the public of information on the risks and safe use of substances, on

their own, in preparations or in articles;

providing advice and assistance to manufacturers and importers registering a substance

in accordance with Article 12(1);

preparing explanatory information on this Regulation for other stakeholders;

at the Commission's request, providing technical and scientific support for steps to
improve cooperation between the Community, its Member States, intemational
organisations and third countries on scientific and technical issues relating to the safety
of substances, as well as active participation in technical assistance and capacity

building activities on sound management of chemicals in developing countries;

keeping a Manual of Decisions and QOpinions based on conclusions from the Member

State Committee regarding interpretation and implementation of this Regulation;

notification of decisions taken by the Agency,

provision of formats for submission of infermation to the Agency.
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3

The Committees shall undertake the following tasks:

(&)

(b)

{c)

to them under Titles VI to XI;

at the Executive Director's request, providing technical and scientific support for steps
to improve cooperation between the Community, its Member States, international
organisations and third countries on scientific and technical issues relating to the safety
of substances, as well as active participation in technical assistance and capacity

building activities on sound management of chemicals in developing countries;

at the Executive Director's reguest, drawing up an opinion on any other aspects

concerming the safety of substances on their own, in preparations or in articles.

The Forum shall undertake the following tasks:

(2)

(b)

(c)

(d)

(e)

spreading good practice and highlighting problems at Community level;

proposing, coordinating and evaluating harmonised enforcement projects and joint

ingpections;

coordinating exchange of inspectors;

identifying enforcement strategies, as well as best practice in enforcement;

developing working methods and tools of use to local inspectors;

PR N ]
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{fH developing an electronic information exchange procedure,

(9) liaising with industry, taking particular account of the specific needs of SMEs, and other

stakeholders, including relevant international organisations, as necessary;

(h} examining proposals for restrictions with a view to advising on enforceability.

Article 78

Powers of the Management Board

The Management Board shall appoint the Executive Director pursuant to Aricle 84 and an

accourting officer in accordance with Article 43 of Requlation (EC, Euratom) No 2343/2002.

It shall adopt:

{a) by 30 April each year, the general report of the Agency for the previous year:

{b) by 31 Qctober each year the work programme of the Agency for the coming year;

{c) the final budget of the Agency pursuant to Article 96 before the beginning of the

financial year, adjusting it, where necessary, according to the Community contribution

and any other revenue of the Agency;

(d) a multi-annual work programme, which shali be regularly revised.

it shall adopt the internal rules and procedures of the Agency. These rules shall be made public.

it shall perform its duties in relation to the Agency's budget pursuant to Articles 96, 97 and 103.
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It shall exercise disciplinary authority over the Executive Director.

It shall adopt its rutes of procedure.

It shall appoint the Chairman, the members and alternates of the Board of Appeal in accordance
with Article 89.

It shall appoint the members of the Agency committees as set out in Article 85.

1t shall forwarg annually any information relevant to the outcome of the evaluation procedures in

accordance with Article 96(6).

Article 79

Composition of the Management Board

1. The Management Board shall be composed of one representative from gach Member State
ang a maximum of six representatives appointed by the Commission, including three
individuals from interested parties without voting rights and in addition two independent

persons appointed by the European Parliament.

Each Member State shall nominate a member to the Management Board. The members thus

nominated shail be appointed by the Council.

2. Members shall be appointed on the basis of their relevant experience and expertise in the
field of chemical safety or the regulation of chemicals whilst ensuring there is relevant

expertise amongst the board members in the fields of general, financial and legal matters.

P YR WY PP
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The duration of the term of office shall be four years. The term of office may be renewed
once. However, for the first mandate, the Commission shall identify half of its appointees,

and the Council shall identify 12 of its appointees, for whom this period shali be six years.

Article 80

Chairmanship of the Management Board

The Management Board shall elect a Chairman and a Deputy-Chairman from among the
members with voting rights. The Deputy-Chairman shall automatically take the place of the

Chairmmar if he is prevented from attending to his duties.

The terms of office of the Chairman and the Deputy-Chairman shall be two years and shall
expire when they cease to be members of the Management Board. The term of office shall

be renewable once.

Article 81

Meetings of the Management Board

The meetings of the Management Board shall be convened by invitation of its Chairman or

at the request of at least one third of the Board members.

The Executive Director shall take part in the meetings of the Management Board, without

voling rights.
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3. The Chairmen of the Commitiees and the Chairman of the Forum, as referred to in Acticlte
78(1)(c) to (f), are entitled t0 attend the meetings of the Management Board without voting
rights.

Article 82
Voting of the Management Board
The Management Board shall adopt rules of procedure for voting, including the conditions for a

member to vote on behalf of ancther member. The Management Board shall act by a two-thirds

majority of all members with the right to vota.

Arlicle 83

Duties and powers of the Executive Direclor

1. The Agency shall be managed by its Executive Director, who shall perform his duties in the

interests of the Community, and independently of any spegific interests.

2. The Executive Director shall be the legal representative of the Agency. He shall be

responsible for:

{a} the day-to-day administration of the Agency:

{p) managing all the Agency resources necessary for carrying out its tasks;

(c) ensuring that the time-limits laid down in Community legislation for the adoption of

opinions by the Agency are complied with;
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{d) ensuring appropriate and timely coordination between the Committees and the Forum;

(e) concluding and managing necessary contracts with service providers;

(f} the preparation of the statement of revenue and expenditure and the implementation of

the budget of the Agency pursuant to Articles 96 and 97;

{(g) all staff matters;

(hy  providing the secretariat for the Management Board;

(iy preparing draft opinions of the Management Board concerning the proposed rules of

procedure of the Committees and of the Forum;

(i) making arrangements, upon request from the Management Beard, for the execution of

any further function{(s} (within the remit of Aricle 77) allotted to the Agency by

delegation from the Commission;

(k) establishing and maintaining a regular dialogue with the European Partiament;

() determining the terms and conditions for use of software packages;

{m) rectifying a decision made by the Agency following an appeal and after consulting the

Chairman of the Board of Appeal.
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3. Each year, the Executive Director shall submit the following to the Management Board for

approval:

(a) a draft report covering the activities of the Agency in the previous year, including
information abcut the number of registration dossiers received, the number of
substances evaluated, the number of applications for authorsation received, the
number of proposals for restriction received by the Agency and opined upon, the time
taken for completion of the associated procedures, and the substances authorised,
dossiers rejected, substances restricted; complaints received and the action taken; an

overview of the activities of the Forum;
(b)Y =& draft work-programme for the coming year;
(c) the draft annual accounts;
(d) the draft forecast budget for the coming year;
(e) a draft multi-annual work programme.
The Executive Director shall, following approval by the Management Board, forward the work
programme for the coming year and the multi-annual work programme tc the Member
States, the European Parliament, the Council and the Commission, and shall have them
published.
The Executive Director shall, following appreval by the Management Board, forward the
Agency's generat report to the Member States, the European Parliament, the Council, the

Commission, the European Economic and Social Commitiee and the Court of Auditors, and

shall have it published.
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Article 84

Appointment of the Executive Director

The Executive Director of the Agency shall be appointed by the Management Board on the
basis of a list of candidates proposed by the Commission following a cali for expressions of
interest published in the Cfficial Journal of the European Union and in other periodicals or on

Internet sites.

The Executive Director shall be appointed on the grounds of merit and documented
administrative and management skills, as well as his relevant experience in the fields of
chemical safety or regulation. The Management Board shall take its decision by a two-thirds

majorty of all members with a right to vote.

Power to dismiss the Executive Director shall lie with the Management Board, in accordance

with the same procedure.

Before being appointed, the candidate sslected by the Management Board shall be invited
as soon as possible 10 make a statement before the European Parliament and to answer

questions from Members of Parliament.

The term of the office of the Executive Director shall be five 5 years. It may be prolonged by

the Management Board once for another period of up to five years. |
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Article 85

Establishment of the Commiittees

Each Member State may nominate candidates to membership of the Committee for Risk
Assessment. The Executive Director shall establish a list of the nominges, which shall be
published on the Agency's website, without prejudice to Article 88(1). The Management
Board shall appoint the members of the Committee from this list, including at least one
member but not more than two from the nominees of each Member State ihat has nominated
candidates. Members shall be appointed for their role and experience in performing the tasks

specified in Article 77(3).

Each Member State may nominate candidates to membership of the Committee for Socio-
economic Analysis. The Executive Director shall establish a list of the nominees, which shall
be published on the Agency's website, without prejudice to Article 88(1). The Managemaent
Board shall appoint the members of the Commitiee from this list, including at least one
member but not more than two from the nominees of each Member State that has
nominated candidates. Members shali be appointed for their role and experience in

performing the tasks specified in Article 77(3).

Each Member State shall appoint one member to the Member Siate Committes.

The Committees shall aim to have a broad range of relevant expertise among their

members. To this end each Committee may co-opt a maximum of five additional members

chesen on the basis of their specific competence.



30.12.2006 11111' Official Journal of the European Union L386/186

UmT 85

o & .
MITeRaAIATETINN ITAAN G

Bt o=, ) A Qeat a 13 - ‘i
FguANUN ﬂ:iﬂa'l?n,ﬂ‘uﬂ%@QL“IT’]‘EU@]’]LL‘P:WT’ITT&I NI 11&5]0&:1’15'51]]’]'1?1]3&1]%?!?1&LHUG

o

a & e w o r it yean v & &
Nﬂ"l%’)ﬂn’\‘m‘m‘l‘ilﬂ “E"ﬂ ﬂﬁ']um“‘ﬁs" HEERN a\‘]ﬂﬂiﬂjlf I U LLE!’JIJT::H"Iﬂ ﬂﬁe{.ul')‘u‘l“ﬁﬂ’ﬂ [aN]

2

» D [} e L * z ol
asdminan lawlidadasan 8s(1) ancnisumavinadudussainumslasnaion
W o a4 & A B v a ar o LN P B
mndgdnedaiielilddunurasudazizadrodapnibaundbitfuaesau  n1audea
ﬂ‘ﬁiﬂ.lﬂﬂi%:ﬁ'ﬂq'im’l"i]']nunﬁ"lﬂLLﬁZﬂﬁ:ﬁUﬂqfm“l%nqiﬁqa"lumjﬂu'\mﬂ 77(3)

W Qe de

wissSgmundnanaeusdofiirinidanlidssdumisnsiuns luanznssumsliensidin
wswghauazdiny  wazHdwomsuimsidufnunuiydnedeussl seniealwdulad
apsaaaningy  laolidedauiem 88(1) ﬂm:n'mlmm‘%mnﬂu@'wioﬁgan?mm{{@aﬁ'mﬁan
nndydneded waldldfnuesudasigrandnaiaosniliawud liiurasauandad
wuslandgaur@in nsudaasnTrumTazfiarisnainunyanuazdszauntsallung

YU uaas 77(3)

. s = v & o a a
uﬂazigam’nnLﬂu;duwamn's':umwu«mu‘luﬂm:n‘immisgamwn

o a . v oA P d d Y ’ ‘
WaldnmenTsumsaa g Ussnaudenssumsideruidorrginiedosdiudiag ot

wainnaty  SdlWanznsrunsusasgaiamnendlanumansaanznaiunsans
Waladn liiAunau



L396/M87 |en Official Jounal of the European Union 30.12.20086

Members of the Committees shall be appointed for a term of three years which shall be

renewable.

The members of the Management Board may not be members of the Commitiees.

The members of each Committee may be accompanied by advisers on scientific, technical or

regulatory matters.

The Executive Director or his representative and representatives of the Commission shall be
entitled to attend all the meetings of the Committees and working groups convened by the
Agency or its commitiees as chservers. Stakebolders may also be invited to attend meetings
as observers, as appropriate, at the request of the Committee members, or the Management
Board.

The members of each Committee appointed following nomination by a Mamber State shall
ensure that there is appropriate coordination between the tasks of the Agency and the wark

of their Member State competent authority.

The members of the Committees shail be supported by the scientific and technical resources
available to the Member States. To this end, Member States shall provide adequate scientific
and technical resources to the members of the Committees that they have nominated. Each
Member State competent authority shall facilitate the activities of the Committees and their

working groups.

The Member States shall refrain from giving the members of the Committee for Risk
Assessment or of the Committee for Socio-Economic Analysis, or their scientific and
technical advisers and experts, any instruction which is incompatible with the individual tasks

of those persons or with the tasks, responsibilities and independence of the Agency.
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When preparing an opinion, each Committee shall use its best endeavours to reach a
consensus. If such a consensus cannot be reached, the opinion shall consist of the position
of the majority of membars, including their grounds. The minority position(s), including their

grounds, shall also be published.

Each Committee shall draft a proposal for its own rules of procedure, to be approved by the

Management Board, within six months of the Commitiees first being appointed.

These rules shall in particular lay down the procedures for replacing members, the
procedures for delegating certain tasks to working groups, the creation of working groups
and the establishment of a procedure for the urgent adoption of opinions. The Chairman of

each Committee shall be an employee of the Agency.

Article 86

Establishment of the Forum

Each Member State shall appoint, for a three-year term, which shall be renewable, one
member to the Forum. Members shall be chosen for their role and experience in
anforcement of chemicals legislation and shall maintain relevant contacts with the Member

State competent authorities.

The Forum shall aim to have a broad range of relevant expertise among its members. To this
end the Forum may coopt a maximum of five additional members chosen on the basis of
their specific competence. These members shall be appointed for a term of three years,

which shall be renewable. Members of the Management Board may not be members of the

Forum.
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The members of the Forum may be accompanied by scientific and technical advisers. The
Executive Director of the Agency or his representative and representatives of the Commission
shall be entitled to attend all the meetings of the Forum and its working groups. Stakeholders
may also be invited {0 attend meetings as observers, as appropriate, at the reguest of Forum

members, or the Management Board.

The members of the Forum appointed by a Member State shall ensure that there is
appropriate cocrdination between the tasks of the Forum and the work of their Member State

competent authority.

The members of the Forum shall be supported by the scientific and technical resources
available to the competent authorities of the Member States. Each Member State competent
authority shall facllitate the activities of the Forum and its working groups. The Mamber
States shali refrain from giving the Forum members, or their scientific and technical advisers
and experts any instruction which is incompatible with the individual tasks of those persons

ar with the tasks and responsibilities of the Forum.

The Forum shall draft a proposal for its own rules of procedure, to be adopted by the

Management Board, within six manths of the Forum first being appointed.

These rules shall in particular lay down the procedures for appointing and replacing the
Chairman, replacing members and the procedures for delegating certain tasks to working

groups.
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Article 87

Rapporteurs of Commiltees and use of experts

Where, in accordance with Article 77, a Committee is required to provide an opinion or
consider whether a Member State dossier conforms with the requirements of Annex XV, it
shall appoint one of its members as a rapporieur. The Commifiee concerned may appoint a
second member to act as co-rapporteur. For each case, rapporteurs and co-rapporteurs shall
undertake to act in the interests of the Community and shall make a declaration of
commitment to fulfil their duties and a declaration of interests in writing. A member of a
Committee shall not be appointed rapporteur for a particular case if he Indicates any interest
that might be prejudicial to the independent consideration of that case. The Committee
concerned may replace the rapporteur or co-rapporteur by another one of its members at any
time, if, for example, they are ynable to fulfil their dguties within the prescribed time limits, or if

a potentially prejudicial interest comes to light.

Member States shall transmit to the Agency the names of experts with proven experience in
the tasks required by Article 77, who would be available to serve on working groups of the

Committees, together with an indication of their qualifications and specific areas of expertise.

The Agency shall keep an up-to-date list of experts. The list shall include the experts referred

fo in the first subparagraph and other experts identified directly by the Secretariat.
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The provision of services by Committee members or any expert serving on a working group
of the Committees or Forum, or performing any other task for the Agency shall be governed
by a wrilten contract between the Agency and the person concemed, or where appropriate

between the Agency and the employer of the person concerned.

The perscn concerned, or his employer, shall be remunerated by the Agency in accordance
with & scale of fegs to be included in the financial amangements established by the
Management Board. Where the person concermed fails to fulfil his duties, the Executive

Director has the right to terminate or suspend the contract or withhold remuneration.

The provisicn of services for which there are several potential providers may require a call

for an expression of interest:

{a) if the scientific and technical context allows; and

(b) ifitis compatible with the duties of the Agency, in particular the need to provide a high

level of protection of human health and the environment.

The Management Board shall adopt the appropriate procedures on a proposal from the

Executive Director.

The Agency may use the services of experts for the discharge of other specific tasks for

which it is responsible.



30.12.2006 |'inap Cffictal Journal of the European Union L396/191

nstusInssunsluamEnTINMS ﬂ‘%a'uaaQ’L%mmmu'lmm:ﬁ'ld'mmmﬂmnﬁums N3
woIgUd wWiamsUfuanuinbitvosdnsnas doaviuiludyanszninasdninaaniyans
Afiaem ﬁ“ﬁiaszmmaaﬁninm&ﬁ'umUﬁi"}waaqﬂﬂaﬁﬂﬁaﬁmum‘ﬁLwim"mmm:ﬂmm
usiaznIit

yaaaffifewniswoieasenaidjifon  Reldummauunuanasdninansany
mswdﬁ')qﬁﬁuaai‘lumsﬁ'@msﬁ'mn’lsﬁumaaﬂmznﬁumm%mi mnqﬂﬂaﬁﬂﬁ%‘m
e uE oM gmrenmuinisindunifnnia sz Sudygnuaslidrvdasuunu
muladiisueliuinmmasnueradaslilinmsuinuastogle

@ tsusamidmusionuednmmsaiuannaie uas

[y W " o o - e A& o wr 3 LY
(b) tFEAARAINURUEIATAIBINNINA I@ummzmwmLﬂumz@\aalﬁmiqmmaalu
szé’uga@iaqwmwm&uﬁua:ﬁammﬁau

=3 i E‘ 3 b S ﬁ; Loy L)
amenysn n‘nmsmﬁﬂ‘s:n'nﬁl"m'ﬁn'nwmm:mrnm 11y, mtma'ng IWILNNILTWTLEUS

'S oo o s W oA w a 2
aﬂﬂnﬁnﬁ"lGﬂ"l"ﬂ‘l"ﬁ%ll’ﬁﬂ’J’ﬁ"lwUQU@JWWLQW"I:@IT'H”Bgluﬂ?qufuwﬂ’ﬂﬂﬂ\lﬂ



L396/192 |gN Cfficial Journal of the European Unicn 30.12.2008

1.

Article 88

Qualification and interests

The membership of the Committees and of the Forum shall be made public. Individual
members may request that their names not be made public if they believe that such
pubilication could place them at risk. The Executive Director shall decide whether to agree to
such requests. When each appoiniment is published, the professional qualifications of each

member shall be specified.

Members of the Management Board, the Exscutive Director and members of the Committees
and of the Forum shall make a declaration of commitment to fulfil their duties and a
declaration of interests which could be considered to be prejudicial to their independence.
These declarations shall be made annually in writing and, without prejudice to paragraph 1,
be entered in a register held by the Agency which is accessible to the public, on request, at
the Agency's offices.

At each of their meetings, members of the Management Board, the Executive Director,
members of the Committees and of the Forum and any experts participating in the meeting
shall declare any interests which could be considered to be prejudicial to their independence
with respect to any points on the agenda. Anyone declaring such interests shall not

participate in any voting on the relevant agenda point.

Article 89
Establishment of the Board of Appeal

The Board of Appeal shall consist of a Chairman and two other members.
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i.

The Chairman and the two members shall have alternales who shall represent them in their

absence.

The Chairman, the other members and the alternates shall be appointed by the
Management Board on the basis of a list of candidates proposed by the Commission
following a call for expressions of interest published in the Official Joumal of the European
Union and in other periodicals or on Internet sites. They shall be appointed on the basis of
their relevant experience and expertise in the field of chemical safety, natural sciences or
regulatory and judicial procedures from a list of qualified candidates adopted by the

Commission.
The Management Board may appoint additional members and their alternates, on
recommendation by the Executive Director, following the same procedure, if this is

necessary to ensura that the appeals can be processed at a satisfactory rate.

The gualifications required for the members of the Board of Appeal shall be determined by

the Commission in accordance with the procedure referred to in Article 133(3).
The Chairman and the members shall have equal voting rights.
Article 90
Members of the Board of Appeal

The term of office of the members of the Board of Appeal, including the Chairman and the

alternates shall be five years. It may be prolonged oncs.
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The members of the Board of Appeal shall be independent. In making their decisions they

shall not be bound by any instructions.
The members of the Board of Appeal may not perform any other duties in the Agency.

The members of the Board of Appeal may not be removed either from office or from the list
during their respective terms, unless there are serious grounds for such removal and the
Commission, after obtaining the opinion of the Management Board, takes a decision to this

effect.

Members of the Beard of Appeal may not take part in any appeal proceedings if they have
any personal interest therein, or if they have previously been involved as representatives of

one of the parties to the proceedings, or if they participated in the decision under appeal.

If a member of the Beard of Appeal considers for reasons mentioned in paragraph 5 that he
must not take part in a specific appeal proceedings, he shall inform the Board of Appeal
accordingly. Members of the Board may be objected to by any parly to the appeal
proceedings on any of the grounds mentioned in paragraph 5, or if suspected of partiality.

No objection may be based on the nationality of members.

The Board of Appeal shall decide as to the action to be taken in the cases specified in
paragraphs 5 and 8 without the participation of the member concemed. For the purposes of
taking this decision, the member concemed shall be replaced on the Board of Appeal by an

allernate.
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Articla 97

Decisions subject to appeal

An appeal may be brought against decisions of the Agency taken pursuant to Ardicle 9, Article
20, Article 27(6), Article 30{2) and (3) and Article 51.

An appeal lodged pursuant to paragraph 1 shall have suspensive effect.

Article 92

Persons entitled (o appeal, time-limits, fees and form

Any natural or legal person may appea! against a decision addressed to that person, or
against a decision which, although addressed to another person, is of direct and individual

cdncern to the former.

The appeal, together with the statements of the grounds thereof, shall be filed in writing to
the Agency within three months of the notification of the decision to the person concerned, or
in the absence thereof, of the day on which it became known to the latter, unless otherwise

provided in this Regulation.

A fee may be payable by persons bringing an appeal against an Agency decision, in

accordance with Title IX.
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Article 93

Examination and decisions on appeal

If, after consuliation with the Chairman of the Board of Appeal, the Executive Director
considers the appeal to be admissible and weil founded he may rectify the decision within

30 days of the appeal being filed in accordance with Article 92(2).

In cases other than those referred to in paragraph 1 of this Article, the Chairman of the
Board of Appeal shall examing whether the appeal is admissible within 30 days of the
appeal being filed in accordance with Article 92(2). In the affirmative, the appeal shali be
remitted to the Board of Appeal for examination of the grounds. Parfies to the appeal

proceedings shall be entitled to make an oral presentation during the procedure.

The Board of Appeal may exercise any power which lies within the competence of the

Agency or remit the case to the competent body of the Agency for further action.

The procedures for the Board of Appeal shall be determined by the Commission In

accordance with the procedure referred to in Article 133(3).

Article 94
Actions before the Court of First Instance and the Court of Justice

An action may be brought before the Ccurt of First Instance or the Court of Justice, in
accordance with Article 230 of the Treaty, contesting a decision taken by the Board of

Appeal or, in cases where no right of appeal lies before the Board, by the Agency.
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Should the Agency fail to take a decision, proceedings for failure to act may be brought
before the Court of First Instance or the Court of Justice in accordance with Article 232 of the

Treaty.

The Agency shall be required to take the necessary measures to comply with the judgment

of the Court of First Instance or the Court of Justice.

Articie 95

Conflicts of opinion with other bodies

The Agency shall take care to ensure early identification of potential sources of conffict
between its opinicns and those of other bodies established under Community law, including

Community Agencies, carrying cut a similar task in relation to issues of common concem.

Where the Agency identifies a potential source of conflict, it shall contact the body concerned
in order to ensure that any relevant scientific or technical information is shared and to identify

the scientific or technical points which are potentially contentious.

Where there is a fundamental conflict over scientific or technical points and the body
concerned is a Community Agency or a scientific committee, the Agency and the body
concerned shall work together either to solve the conflict or 1o submit a joint document to the

Commission clarifying the scientific and/or technical points of conflict.
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Article 96
The budget of the Agericy

The revenues of the Agency shall consist of:

{a) a subsidy from the Community, entered in the general budget of the European

Communities (Commission Section);

{b) the fees paid by undertakings;

(c) any voluntary contribution frem the Member States.

The expenditure of the Agency shall include the staff, administrative, infrastructure and

operational expenses.

By 15 February of each year at the latest, the Executive Director shall draw up a preliminary
draft budget covering the operational expenditure and the programme of work anticipated for
the following financial year, and shall forward this preliminary draft to the Management Board

together with an establishment plan accompanied by a provisional list of posts.

Revenue and expenditure shall be in batance.

Each year the Management Board, on the basis of a draft drawn up by the Executive
Director, shall produce an estimate of revenue and expenditure for the Agency for the
following financial year. This estimate, which shall include a draft establishment plan, shall be

forwarded by the Management Board to the Commission by 31 March at the latest.
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10.

11.

The estimate shall be forwarded by the Commission to the European Parliament and the
Council (hereinafter referred to as "the budgetary authority”) together with the preliminacy

draft budget of the European Communities.

On the basis of the estimate, the Commission shall enter in the preliminary draft budget of
the European Communities the estimates it considers necessary for the establishment plan
and the amount of the subsidy to be charged to the general budget, which it shall place

before the budgetary authority in accordance with Article 272 of the Treaty.
The budgetary authority shall authorise the appropriations for the subsidy to the Agency.
The budgetary authority shall adopt the establishment plan for the Agency.

The budget of the Agency shall be adopted by the Management Board. It shall become final
following final adoption of the general budget of the European Communities. Where

appropriate, it shall be adjusted accordingly.

Any modification to the budget, including the establishment plan, shali follow the procedure

referred to above.

The Management Board shall, without delay, notify the budgetary authority of its intention to
implement any project which may have significant financial implications for the funding of its
budget, in particular any projects relating 1o property such as the rental or purchase of

buildings. It shall inform the Commission thereof.

Where a branch of the budgetary authority has notified its intention to deliver an opinion, It
shall forward its opinion to the Management Board within a period of six weeks from the date

of notification of the project.
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Article 87
implementation of the budgef of the Agency

The Executive Director shall perform the duties of authorising officer and shall implement the

Agency's budget.

Monitoring of the commitment and payment of all the Agency's expenditure and of the
establishment and recovery of all the Agency's revenue shall be carried out by the

Accounting Officer of the Agency.

By 1 March at the latest following each financial year, the Agency’s accounting officer shall
communicate the provisional accounts to the Commission's accounting officer together with a
report on the budgetary and financial management for that financial year. The Commission's
accounting officer shall consolidate the provisional accounts of the insfitutions and
decentralised bodies in accordance with Article 128 of Regulation (EC, Euratom) No
1605/2002.

By 31 March at the latest following each financial year, the Commission's accounting officer
shall forward the Agency's prdvisional accounts to the Court of Auditors, together with a
report on the budgetary and financial management for that financial year. The report on the
budgetary and financial management for that financial year shall also be forwarded to the

European Parliament and the Council.
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10.

1.

On receipt of the Court of Auditors’ observations on the Agency's provisional accounts,
pursuant to Article 129 of Reguilation {(EC, Euratom) No 1605/2002, the Executive Director
shall draw up the Agency’s final accounts under his own responsibility and forward them to

the Management Board for an cpinion.
The Management Board shall deiiver an opinion on the Agency's final accounts.

By 1 July of the following year at the latest, the Executive Director shall send the final
accounts, together with the opinion of the Management Board, to the European Parliament,

the Counci), the Commission and the Court of Auditors.
The final accounts shall be published.

The Executive Director shall send the Court of Auditors a reply to its observations by

30 September at the latest. He shall alsc send this reply to the Management Board.

The Eurcpean Parliament, upon a recommendation frem the Council, shall, before 30 April of
year N + 2, give a discharge to the Executive Director in respect of the implamentation of the

budget for year N.

Article 98
Combating fraud

In order to combat fraud, corruption and other unlawful activities, the provisions of
Regulation (EC)Y No 1073/1999 of the European Parliament and of the Council of 25 May
1899 concerning investigations conducted by the European Anti-Fraud Office (DL»‘!\F)AI shall
apply without restrictions to the Agency.

' 0J L 438, 31.5.1999, p. 1.
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2. The Agency shall be bound by the Interinstitutional Agreement of 25 May 1999 between the
European Parliament, the Council of the European Union and the Commission of the
European Communities conceming intemal investigations by the European Anti-Fraud Office

(OLAF)1 and shall issue, without delay, the appropriate provisions applicabls to all of its staff.

3. The decisions conceming funding and the implementing agreements and instruments
resulting from them shall explicitly stipulate that the Court of Auditors and QLAF may cary
out, if necessary, on-the-spot checks of the recipients of the Agency's funding and the

agenis responsible for allocating it.

Article 9%

Financial rufes

The financiai rules applicable to the Agency shall be adopted by the Management Board after the
Commission has been consulted. They may not depart from Regulation (EC, Euratom)
No 2343/2002 unless specifically necessary for the Agency's operation and with the Commission's

prior consent.

' OJ L 136, 31.5.1999, p. 15.
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Article 100
Legal personality of the Agency

The Agency shall be a body of the Community and shall have legal personality. In each
Member State it shall enjoy the most extensive legal capacity accorded to legal perscns
under their laws. In paricular it may acquire and dispose of movable and immovable

preperty and may be a party to legal proceedings.

The Agency shall be represented by its Executive Director.

Articte 101
Liability of the Agency

The contractual liability of the Agency shall be governed by the law applicable to the contract
in question. The Court of Justice shall have jurisdiction pursuant to any arbifration clause

contained in a contract concluded by the Agency.

In the case of non-contractual liability, the Agency shall, in accordance with the general
principles commen to the laws of the Member States, make good any damage caused by it

or by its servants in the performance of their duties.

The Court of Justice shall have jurisdiction in any dispute relating to compensation for such

damages.
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3. The personal financial and disciplinary liability of its servants towards the Agency shall be

governed by the relevant rules applying to the staff of the Agency.

Article 102

Privileges and immunities of the Agency

The Protocol on the Privileges and Immunities of the European Communities shall apply to the

Agency.
Article 103
Staff rules and reguiations
1. The staff of the Agency shall be subject to the Regulations and Rules applicable to officials

and other servants of the European Communities. In respect of its staff, the Agency shall

exercise the powers which have been devolved to the appointing authority.

2. The Management Board shall, in agreement with the Commission, adopt the necessary

implemanting provisions.

3. The Agency's staff shall consist of officials assigned or seconded by the Commission or
Member States on a tempaorary basis and of other servanis recruited by the Agency as
necessary 1o carry cut its tasks. The Agency shall recruit its persenne! on the basis of a

staffing plan to be included in the multi-annual work programme referred to in Article 78(d).
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Article 104

Languages

1. Regulation No 1 of 15 April 1958 determining the languages to be used in the European
Economic Community' shall apply to the Agency.

2 The translation services required for the functioning of the Agency shall be provided by the

Translation Centre of the bodies of the European Union.

Article 105
Duty of confidentiality

Members of the Management Board, members of the Committees and of the Forum, experts and
officials and other servants of the Agency, shall be required, even after their duties have ceased,

not to disclose information of the kind covered by the duty of professional secrecy.
Article 106
Participation of third countries

The Management Board may, in agreement with the relevant Committee or the Forum, invite

representatives of third countries to participate in the work of the Agency.

04 17, 6.10.1958, p. 385. Regulation as last amended by Councii Regulation (EC)
No 920/200% (OJ L 156, 18.6.2005, p. 3).
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Article 107

Participation of international organisations

The Management Board may, in agreement with the relevant Committee or the Forum, invite
representatives of international organisations with interests in the field of chemicals regulation to

participate as observers in the work of the Agency.

Article 108

Contacts with stakeholder organisations

The Management Board shall, in agreement with the Commission, develop appropriate contacts

between the Agency and relevant stakeholder organisations.

Article 109

Rules on transparency

To ensure transparency, the Management Board shall, on the basis of a proposal by the Executive
Director and in agreement with the Commission, adopt rules to ensura the availability to the pubfic
of regulatory, scientific or technical information concerning the safety of substances on their own, in

preparations or in articles which Is not of a confidential nature.
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Arficle 110

Relations with refevant Community bodies

The Agency shall cooperate with other Community bodies to ensure mutual support in the

accomplishment of their respective tasks in particular to avoid duplication of work.

The Executive Director, having consulted the Committee on Risk Assessment and the
European Food Safety Authority, shall establish rules of procedure concerning substances
for which an opinion has been socught in a food safety context. These rules of procedure

shall be adopted by the Management Board, in agreement with the Commission.

This Title shali not otherwise affect the competences vested in the European Food Safety
Authority.

This Title shall not affect the competences vested in the European Medicines Agency.

The Executive Director, having consulied the Committee on Risk Assessment, the
Committee on Socio-economic Analysis and the Advisory Committee on Safety, Hygiene and
Health Protection at Work, shal) establish rules of procedure conceming worker protection
issues. These rules of procadure shall be adopted by the Management Board, in agreement

with the Commission.

This Title shall not affect the competences vested in the Advisory Committee on Safety,
Hygiene and Health Protection at Work and the European Agency for Health and Safety at
Work.
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Article 111
Formats and software for submission

of information to the Agency

The Agency shall specify formats and make them available free of charge, and software packages
and make them available on its website for any submissions to the Agency. Member States,
manufactures, imporers, distributors or downstream users shall use these formats and packages in
their submissions to the Agency pursuant to this Regulation. In particular, the Agency shall make
available software tools to facilitate the submission of all information relating to substances

regisiered in accordance with Article 12(1).
For the purposes of registraticn, the format of the technical dossier referred to in Article 10{a) shali

be IUCLID. The Agency shall cocrdinate the further development of this format with the

Organisation for Economic Cooperation and Development to ensure maximum hammonisation.

TITLE XI
CLASSIFICATION AND LABELLING INVENTORY

Arficle 112
Scope

This Title shall apply to:

(a) substances subject to registration;
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(b} substances within the scope of Article 1 of Directive 67/548/EEC, which meet the criteria
for classification as dangerous in accordance with that Directive, and which are placed
on the market either on their own, or in a preparatlion above the concentration limits
specified in Directive 1999/45/EC, where relevant, which results in the classification of

the preparation as dangerous.

Article 113
QObligation to nolify the Agency

Any manufacturer, producer of articles or importer, or group of manufacturers or producers of
articles or importers, who place on the market a substance within the scope of Article 112,
shall notify to the Agency the following information in order for it to be included in the

inventory in accordance with Article 114, unless submitted as part of the registration:

(a) the identity(ies) of the manufacturer(s), producer(s) of articles or importer{s) responsible

for placing the substance(s) on the market as specified in section 1 of Annex VI;

(b) the identity of the substance(s) as specified in sections 2.1 to 2.3.4 of Annex Vi,

(c) the hazard classification of the substance(s), resulting from the application of Aricles 4

and 6 of Directive 67/548/EEC;



30.12.2006 |y Official Jounal of the European Union L396/209

A a . ) A o o
() aediNd1onaT 1 289 Directive S7/548/EEC  S4ATIONUINISAAH DIFIUUN
a I - - , s ot e ot
UIzLlANE1saua T80y Directive 11U LLﬂ‘:’.Nﬂ"ISﬁJ'MW]UI%EU‘U a3 IeinIoInNA MY Hil
LT = el . . A 3 o (o) o .
ATITNTHDDIF I TAUNIATIAUAINL Directive 199945/EEC Tsvilial Ausiasng

Qnﬁnuumﬂum‘sﬁ'umﬂu

maT 113

o e e

- - '
Wi ﬂﬂaduﬂ\uma\?ﬂ(nsmﬂd

Huda gnﬁmuﬁmﬁwﬁ ﬁ%ﬂé’ﬁﬁt“ﬂ"n wIanguduia ﬁ%ana;mj’m'ﬁwﬁmﬁmﬁ wiangugingn

o
e ° , A 19 . w ' .,
Anwiwemaiilag luame lwsnaessnnen 112 devaudsayadaluiudasdnnm

A e 4 a M oaed as [y ' = o
wadannlilupudayaamnar 114 Lmum'lﬂnwuayaﬂatﬂuaquﬁmlunﬁﬁﬂﬂxanuu

- 4
WD $dY

LYY - s G v w oo . & P
(@) Moazduavaidnde dnianiasmel visdindh Medmihemsaiduluemeawd

Mwualiluanes 1 weamesuln vi
-] - A o
() Tusndvarasmnadiauniwua iluuen 2.1 85 2.3.4 vesnrauwin VI

© midwuwnanududuansrssmsed sSubuwsepannmsdjifawdaimuanss

W8I 4 Wer B ved Directive 67/548/EEC



L386/210 |gN Official Joumnal of the European Union 30.12.2008

(dy the hazard labe! for the substance(s), resulting from the application of Article 23{c) to
(), of Directive 67/548/EEC,;

(e) specific concenfration limits. where applicable, resulting from the application of Article
4(4) of Directive 67/548/EEC and Articles 4 to 7 of Directive 1999/45/EC.

Where the cbligation under paragraph 1 resuits in different entries on the inventory for the
same substance, the nofifiers and registrants shall make every effort 10 come to an agreed
entry to be included in the inventory.

The information listed in paragraph 1 shall be updated by the notifier(s) whenever:

(a) any new scientific or technical information is generated which results in a change to the

classification ang labelling of the substance;

(b) notifiers and registrants of differing entries for a single substance come to an agreed

entry in accordance with paragraph 2.
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Article 114

Classifications and fabelfing inventory

A classification and labeliing inventory, listing the information referred to in Article 113{1).
beth for infarmation notified under Article 113(1) as well as for information submitted as part
of a registration, shall be established and maintained by the Agency in the form of a
database. The information in this database identified in Article 119{1) shall be pubficly
accessible. The Agency shall grant access to the other data on each substance in the
inventory to the notifiers and ragistrants who have submitted information on that substance

in accordance with Article 29(1).

The Agency shall update the inventory when it receives updated information in accordance

with Article 113(3).

In addition to the information referred to in paragraph 1, the Agency shall record the

following information, where appropriate, against each entry:

() whether, in respect of the enfry, there is a harmonised classification and labelling at

Community level by inclusion in Annex | of Directive 67/548/EEC;

() whether, in respect of the entry, it is a joint entry between registrants of the same

substance as per Article 11(1);
(c) if the entry differs from another entry on the inventory for the same substance;

(d) the relevant registration number({s), if available.
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Article 115

Harmonisation of ciassification and labelling

1. Harmonised classification and labelling at Community level shall, from 1 June 2007,
nomally be added to Annex | of Directive 87/548/EEC for classification of a substance as
carcinogenic, mutagenic or toxic for reproduction category 1, 2 or 3, or as a respiratory
sensitiser. Harmonised classiication and labelling for other effects may also be added fo
Annex | of Directive 67/548/EEC on a case-by-case basis if justification is provided
demonstrating the need for action at Community level. To this end, Member State
competent authorities may submit proposals to the Agency for harmonised classification and

labelling in accordance with Annex XV.

2. The Committee for Risk Assessment shall adopt an opinion on the proposal, giving parties
concerned the opportunity to comment. The Agency shall forward this opinion and any
comments to the Commission, which shall take a decision in accordance with Article 4(3) of
Directive 67/548/EEC.

Article 116

Transitionat arrangements

The obligations set cut in Article 113 shall appiy from 1 December 2010.
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TITLE XII
INFORMATION

Article 117
Reporting

Every five years, Member States shall submit to the Commission a report on the operation of
this Regulation in their respective termitories, including sections on evaluation and

enforcement as described in Aricle 127.

The first report shall be submitied by 1 June 2010.

Every five years, the Agency shall submit to the Commission a report on the operation of this
Regulation. The Agency shall include in its report information on the joint submission of
information in accerdance with Article 17 and an overview of the explanations given for

submitting information separately.

The first report shall be submitted by 1 June 2011.

Every three years the Agency, in accordance with the objective ¢f promoting non-animal
testing methods, shall submit to the Commission a report on the status of implementation
and use of non-animal test methods and testing strategies used io generate information on

intrinsic properties and for risk assessment to meet the requirements of this Regulation.

The first report shall be submitted by 1 June 2011.
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Every five years, the Commission shall publish a general report on

(a) the experience acquired with the operation of this Regulation, including the information

referred to in paragraphs 1, 2 and 3 and

{b) the amount and distribution of funding made available by the Commission for the

development and evaluation of altemnative test methods.

The first report shall be published by 1 June 2012.

Article 118

Access to information

Regulation (EC) No 1049/2001 shall apply to documents held by the Agency.

Disclosure of the following information shall normally be deemed to undermine the protection

of the commercial interests of the concerned person:

{a} details of the full composition of a preparation;

(b) without prejudice to Aricle 7(6) and Article 64(2), the precise use, function or
application of a substance or preparation, including information about its precise use as

an intermediate;

{c) the precise tonnage of the substance or preparation manufactured or placed on the

market;



30.12.2006 |Y\ny Official Joumal of the Eurcpean Union L396/214

e - Ay 13 H:' J s
nne ¥ AMKENITINENIRBRHBLWITIOMWAL I 1Ty
el o e & A A [ o
(@) dszsumininlavamsduiinemaszdovadui yaumstoyamuta 1 2 uas 3 uaz

e ~ P . o [V A ad a4 =
(b} ﬁﬂmuua:mﬂ@a‘:‘swunmﬂmm'smﬁmiwwﬂﬂ wananuazl szl tnagauniin
NIaEan

Qe e L | ey
dastlizmanarmaduumnmelwing 1 Sguwew a.a. 2012
et 118
mugabadoys
Regulation (EC) No 1049/2001 I5adumiuiananiens 9 sa09dnsnand

r- L Ll q : L 13
ﬂ‘ISLiJﬂLNEI’DE]gaGN @ﬂ\lﬂu lﬁﬁm’lL“ﬁun‘?‘mﬂﬂaun’ﬁfi‘uﬂﬁadNaﬂiﬂﬂ’ﬂ‘l{ﬂ‘ld ﬂ’]'iﬁ']'ll B84
o o 4
ELnU']‘HaJ

-l 4 z et
(@) TwasnduareInInyiznaunmuaTaual s me
() lanlidadannam 7(8) wazaes 64(2) msldiselomilavase wiomyviminfiuas
& w o & o ' L o A o o [ = al Y
Fmehlldfsssmainianiidngd nundeyafdanunoiummhaesaidtlls

dludagduluszaiinssiiuninde (intermediate)

¥ o e o e  gd a s . N
{c} iﬁll']m%’l“%ﬂﬂuuuﬂu’ﬂa\'im'ﬂ,ﬂu'ﬁﬁalﬂuﬂm‘ﬂﬂﬂﬂﬂ“ﬁﬁaﬂq“uﬁﬂ



L396/216 |EN Official Journal of the European Union 30.12.2008

(c) the classification and labelling of the substance;

(d) physicochemical data conceming the substance and on pathways and environmental
fate;

{e) the result of each toxicolegical and ecotoxicelogical study;

{fi any derived no-effect level (DNEL) or predicted no-effect concentration (PNEC)

established in accordance with Annex [;

(g} the guidance on safe use provided in accordance with sections 4 and 5 of Annex Vi,

{hy analytical methods if requested in accordance with Annexes IX or X which make it
possible to detect a dangerous substance when discharged into the environment as

well as to determine the direct exposure of humans.

The following information on substances whether on their own, in preparations or in articles,
shall be made publicly available, free of ¢harge, over the Intemst in accordance with Article
77(2)(e) except where a perty submitting the information submits a justification in
accordance with Article 10(a)(xi}, accepted as valid by the Agency, as fo why such
publication is potentially harmful for the commercial interests of the registrant or any other

party concerned:

(a) if essential to classification and labelling, the degree of purity of the substance and the

identity of impurities and/or additives which are known to be dangerous;
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{b)

{c)

{d}

(e)

®

(9)

the total tonnage band {i.e. 1-10 tonnes, 10-100 tonnes, 100-1 000 tonnes or over 1 400

tonnes) within which a particular substance has been registered,

the study summaries or robust study summaries of the information referred to in

paragraph 1(d} and {e);

information, other than that listed in paragraph 1, contained in the safety data sheet;

the trade name(s) of the substance;

the name in the IUPAC Nomenclature for non-phase-in substances which are

dangerous within the meaning of Directive 67/548/EEC far a period of six years;

the name in the IUPAC Nomenclature for dangerous substances within the meaning of

Directive 67/548/EEC that are only used as one or more of the following:

(i) as an intermediate;

(i) in scientific research and development;

(i} in product and process orientated research and development.
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Article 120

Cooperation with third countries and international organisations

Notwithstanding Articles 118 and 119, information received by the Agency under this Regulation may
be disclosed to any government or national authority of a third country or an intemational
organisation in accordance with an agreement concluded between the Community and the third
party concemed under Regulation (EC) No 304/2003 of the European Parliament and of the
Council of 28 January 2003 concerning the export and import of dangerous chemicals' or under

Article 181a (3) of the Treaty, provided that both the following conditions are met:

(a) the purpose of the agreement is cooperation on the imptementation or management of

legislation concerming chemicals covered by this Regulation;

{b) the third party protects the confidential information as mutually agreed.

lodL 63, 6.3.2003, p. 1. Regulation as last amended by Commission Regulation (EC)
No 775/2004 (OJ L 123, 27.4.2004, p. 27).
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TITLEXIII
COMPETENT AUTHORITIES

Articte 121
Appointment

Member States shall appoint the competent authority or competent authorities responsible for
performing the tasks allotted to competent authorities under this Regulation and for cooperating with
the Commission and the Agency in the implementation of this Regulation. Member States shall
place adequale resources at the disposal of the competent authorities to enable them, in
conjunction with any other available resources, to fulfil their tasks under this Regulation in a timely

and effective manner.

Article 122

Coaperalion between compefent authorities

The competent authorities shall cooperate with each other in the performance of their tasks under
this Regulation and shall give the competent authorities of other Member Stales all the necessary

and useful support to this end.
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Article 123

Communication to the public of inforrmation on risks of substances

The competent authorities of the Member States shall inform the general public about the risks
arising from substances where this is considered necessary for the protection of human health or
the environment. The Agency, in consultation with competent authorities and stakeholders and
drawing as appropriate on relevant best practice, shall provide guidance for the communication of
information on the risks and safe use of chemical substances, on their own, in preparations or in

articles, with a view to coordinating Member States in these activities.

Article 124

Cther responsibilities

Competent autherities shall submit electronically to the Agency any available information that they
Hold on substances registered in accordance with Aricle 12(1) whose dossiers do not contain the
full information referred to in Annex VII, in paricular whether enforcement or monitoring aclivities
have identified suspicions of risk. The competent authority shall update this information as

appropriate.

Member States shall establish national helpdesks to provide advice to manufacturers, importers,
downstream users and any other interested parties on their respective responsibiliies and
obligations under this Reguiation, in particular in relation to the registration of substances in
accordance with Article 12(1), in addition to the operational guidance documents provided by the
Agency under Adicle 77(2)g).
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TITLE XIV
ENFORCEMENT

Article 125
Tasks of the Member States

Member States shall maintain a system of official controls and other activities as appropriate to the

circumstances.

Article 126

Penalties for non-compliance

Member States shall lay down the provisions on penalties applicable for infringement of the
provisions of this Regulaticn and shall take all measures necessary to ensure that they are
implemented. The penalties provided for must be effective, proportionate and dissuasive. The
Member States shall notify those provisions to the Commission no later than 1 December 2008 and

shall notify it without delay of any subsequent amendment affecting them.
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Article 127
Report

The report referred to in Aricle 117(1) shall, in relation to enforcement, include the results of the
official inspections, the monitoring carried out, the penalties provided for and the other measures
taken pursuant to Asticles 125 and 126 during the previous reporting period. The common issues
to be covered in the reports shall be agreed by the Forum. The Commission shall make these

reports available to the Agency and the Forum.

TITLE XV
TRANSITIONAL AND FINAL PROVISIONS

Article 128

Free movement

Subject to paragraph 2, Member States shall not prohibit, restrict or impede the
manufacturing, import, placing on the market or use of a substance, on its own, in a
preparation or in an article, falling within the scope of this Regulation, which complies with
this Regulation and, where appropriate, with Community acts adopted in implementation of

this Regulation.



30.12.2008 [Ny Official Jounal of the European Union L396/222

nasr 127

TIENTU

] a o '
TIMAINNIAN  117(1) Renuatueadld  dadsaudswanisasreseuatitadunieng
o ™ d a G A o .
msdfiumsaany nmsssihpeantyg@d i uszpneImsaug muuen 125 waz 126 ug
o, ] a o - ' = [ e =
TepLIRNHUIHAUNTTIEN mmuﬂ‘::musmﬂ@aaﬁumu‘lﬁ@mmnuguﬂ' AUENTINTMT
@?faaL'ﬂcﬂmtmmmmai‘nﬁﬁurimﬁnsnmma:guﬁ

UFTNN XV

G, B 1

vmanIsManasunuyyanassiday

e 128

mstfjudiessdase

1. ewdavauluda 2 Jzaun@ndalivn die wieternsminie msibutn mydmine
- % - a PR IR o o A . - w &
mamil'ﬁmsmu‘lugﬂmasmsmu Wil wiandadmdt Nolwrauwarasnovadvh
e G o a A - a Py o e
uazldUfudewsndovaduls  waznguuissesdsrmaunysznigldaudedfidau
™ a a
seuiinyuaiiudh



L396/223 |en Official Journal of the European Union 30.12.2006

Nothing in this Regulation shall prevent Member States from maintaining or laying down
national rules to protect workers, human health and the environment applying in cases where
this Regulation does not harmonise the requirements on manufacture, placing on the market

or use.

Article 129

Safeguard clause

Where a Member State has justifiable grounds for believing that urgent action is essential to
protect human health or the environment in respect of a substance, on its own, in a
preparation or in an article, even if satisfying the requirements of this Regulation, it may take
appropriate  provisional measures. The Member State shall immediately inform the
Commission, the Agency and the cother Member States thereof, giving reasons for its
decision and submitting the scientific or technical information on which the provisional

measure i$ based.

The Commission shall take a decision in accordance with the procedure referred to in Article
133(3) within 60 days of receipt of the information from the Member State. This decision
shall either:

(a) autherise the provisional measure for a time period defined in the decision; or

(b} require the Member State to revoke the provisional measure.
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3. If, in the case of a decision as referred to in point (a) of paragraph 2, the provisional
measure taken by the Member State consists in a restriction on the placing on the market or
use of a substance, the Member State concemed shall initiate a Community restrictions
procedure by submitting to the Agency a dossier, in accordance with Annex XV, within three

months of the date of the Commission decision.

4. in the case of a2 decision as referred to in point (a) of paragraph 2, the. Commission shall

consider whether this Regulation needs t¢ be adapted.

Article 130

Statement of reasons for decisions

The competent authorities, the Agency and the Commission shall state the reasons for all decisions

they take under this Regulation.

Articte 131

Amendments to the Annexes

The Annexes may be amended in accordance with the procedure referred to in Article 133{4).
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Arlicle 132

Implementing legisiation

The measures necessary {o put the provisions of this Regulation efficiently into effect shall be

adopted in accordance with the procedure referred to in Article 133(3).

Article 133

Committee procedure

1. The Commission shall be assisted by a Committes.

2. Where reference is made to this paragraph, Aricles 3 and 7 of Decision 1899/468/EC shall

apply, having regard to the provisions of Article 8 thereof.

3. Where reference is made to this paragraph, Articles 5 and 7 of Decision 1999/468/EC shall

apply, having regard to the provisions of Article 8 thereof.

The period laid down in Articte 5(6) of Decision 1999/468/EC shall be set at three months.

4. Where reference is made to this paragraph, Article 5a (1) to {4), and Aricle 7 of Decision

1998/468/EC shall apply, having regard to the provisions of Article 8 thereof.

5. The Committee shall adopt its Rules of Procedure.
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Article 134

Freparation of establishment of the Agency

The Commission shali afford the necessary support towards the establishment of the

Agency.

For that purpose, untii such time as the Execulive Director takes up his duties following his

appointment by the Management Board of the Agency in accordance with Article 84, the

Commission, on behalf of the Agency, and using the budget provided for the latter, may

(a} appoint personnel, including a person who shall fulfil the administrative functions of the

Executive Director on an interim basis; and

(b) conclude other contracts.

Article 135

Transitional measures regarding notified substances

The requests to notifiers to provide further infomation to the competent authority in

accordance with Article 16(2) of Directive B7/548/EEC, shall be considered as decisions

adopted in accordance with Article 51 of this Regulation.
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The requests to a notifier to provide further information for a substance in accordance with
Article 16(1) of ODirective 67/548/EEC, shall be considered as decisions adopted in

accordance with Article 52 of this Regulation.

Such substance shall be regarded as being included in the Community rolling action plan in
accordance with Article 44(2} of this Regulation and shall be regarded as being chosen in
accordance with Article 45(2) of this Regulation by the Member State whose competent
autharity has requested further information in accordance with Article 7(2) and Article 16(1)
of Directive 67/548/EEC.

Article 136

Transitional measures regarding existing substances

The requests to manufacturers and importers to submit information to the Commission made
by a Commission Regulation in application of Article 10(2) of Regulation (EEC) No 793/93,

shall be considered as decisions adopted in accordance with Article 52 of this Regulation.

The competent authority for the substance shall be the competent authority from the Member
State identified as rapporteur in accordance with Article 10(1) of Regulation (EEC) No
793/93 and shall carry out the tasks of Article 46(3} and Article 48 of this Regulation,
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The requests to manufacturers and importers to submit information to the Commission made
by a Commission Regulation in application of Article 12(2) of Regulation (EEC) No 793/93,
shall be considered as decisions adopted in accordance with Article 52 of this Regulation.
The Agency shall identify the competent authority for the substance to carry out tha tasks of
Acticle 46(3) and Article 48 of this Regulation.

A Member State whose rapporteur has not forwarded by 1 June 2008 the risk evaluation
and, where appropriate, the strategy for limiting the risks, in accordance with Articte 10(3) of

Regulation (EEC) No 793/83, shall:

{a} document information on hazard and risk In accordance with Annex XV, Part B of this

Regulation;

(b} apply Aricle 69(4) of this Regulation on the basis of the information referred to in point

(a); ang

{c) prepare a documentation of how it considers that any other risks identified would nesd

to be addressed by action other than an amendmant of Annex XVl of this Regulation.

The information referred to above shall be submitted to the Agency by 1 December 2008.
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Article 137

Transiticnal measures regarding restrictions

By 1 June 2010, the Commission shall, if necessary, prepare a draft amendment to Annex

XVIl in accordance with either of the following:

{a) any risk evaluation and recommended strategy for limiting risks that has been adopted
at Community level in accordance with Article 11 of Regulation {EEC) No 793/93 as far
as it includes proposals for restrictions in accordance with Title VIl of this Regulation but

for which a decision under Directive 76/769/EEC has not yet been taken;

{b) any proposal, which has been submitted to the relevant institutions but has not yet been
adopted, concerning the introduction or the amendment of restrictions under Directive

76/769/EEC.

Until 1 June 2010, any dossier referred to in Aricle 129(3) shall be submitted to the

Commission. The Commission shall, if necessary, prepare a draft amendment to Annex XVII.

Any amendment to the restricions adopted under Directive 76/769/EEC from 1 June 2007
shall be incorporated in Annex XVl with effect from 1 June 2009,
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Article 138

Review

By 1 June 2019, the Commission shall carry out a review to assess whether or not to extend
the application of the obligation to perform a chemical safety assessment and to document it
in a chemical safety report to substances not covered by this obligation because they are not
subject to registration or subject to registration but manufactured or imported in quantities of
tess than 10 tonnes per year. However, for substances meeting the criteria for classification
as carcinogenic, mutagenic or toxic for reproduction, category 1 or 2, in accordance with
Directive 67/548/EEC, the review shall be carried out by 1 June 2014. When carrying out the

review the Commission shali take into account all relevant factors, including:

{a) the costs for manufacturers and importers of drawing up the chemical safety reports;

(b) the distribution of costs between actors in the supply chain and the downstream user;

(¢} the benefits for human health and the environment.

On the basis of these reviews, the Commission may, if appropriate, present legislative

proposals to extend this obligation.
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The Commission may present legislative proposals as soon as a practicable and cost-efficient
way of selecting polymers for registration on the basis of socund technical and valid scientific

criteria can be established, and after publishing a report on the following:

{a) the risks posed by polymers in compariscn with other substances;

(b) the need, if any, to register certain types of polymer, taking account of competitiveness
and innovation on the one hand and the protection of human heaith and the

environment on the other.

The report, referred to in Article 117(4), on the experience acquired with the operation of this
Regulation shall include a review of the requirements relating to registration of substances
manufactured or imported only in quantities starting at 1 tonne but less than 10 tonnes per
year per manufacturer or impotter. On the basis of that review, the Commission may present
legislative proposals to modify the information requirements for substances manufactured or
imported In quantities of 1 tonne or more up to 10 tonnes per year per manufacturer or
importer, taking into account the latest developments, for example in relation to altemative

testing and (quantitative) structure-activity relationships {(Q)SARs).

The Commission shall carmy out a review of Annexas |, IV and V by 1 June 2008, with a
view to proposing amendments, if appropriate, to them in accordance with the procedure

referred to in Article 131.
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The Commission shall carry out a review of Annex XIli by 1 December 2008, to assess the
adequacy of the criteria for identifying substances which are persistent, bloaccumulative and
toxic or very persistent and very bicaccumulative, with a view to proposing an amendment to

it, if appropriate, in accordance with the procedure referred to in Article 133(4).

By 1 June 2012 the Commission shall carry out a review to assess whether or not to amend
the scope of this Regulation to avoid overlaps with other relevant Community provisions, On

the basis of that review, the Commission may, if appropriate, present a legislative proposal.

By 1 June 2013 the Commission shall carry out a review 1o assess whether or not, taking
into account latest developments in scientific knowledge, to extend the scope of Article 80(3)
to substances identified under Aricle 57{f) as having endocrine disrupting properties. On the

basis of that review the Commission may, if appropriate, present legislative proposals.

By 1 June 2019, the Commission shall carry cut a review to assess whether or not to extend
the scope of Aricle 33 to cover other dangerous substances, taking inte account the
practical experience in implementing that Ardicle. On the basis of that review, the

Commission may, if appropriate, present legislative proposals to extend that obfigation.

In accordance with the objective of promoting non-animal testing and the replacement,
reduction or refinement of animal testing required under this Regulation, the Commission
shall review the testing requirements of Section 8.7 of Annex VIl by 1 June 2019. On the
hasis of this review, while ensuring a high level of protecticn of health and the environment,
the Commission may propose an amendment in accordance with the procedure referred to in

Article 133(4).

b A AR e e
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Article 139

Repeals

Directive 91/155/EEC shall be repealed.

Directives 93/105/EC and 2000/21/EC and Regulations (EEC) No 793/93 and (EC) No 1488/94
shall be repealed with effect from 1 June 2008.

Directive 93/67/EEC shall be repealed with effect from 1 August 2008.

Directive 76/769/EEC shall be repealed with effect from 1 June 2009.

Refarences 1o the repealed acts shall be construed as references to this Regulation.

Article 140

Amendment of Directive 1999/45/EC

Article 14 of Directive 1989/45/EC shall be deleted.

Article 141

Entry into force and application

1. This Regulation shall enter into force on 1 June 2007.

2. Titles I, 114, ¥, VI, VII, Xl and Xl as well as Articles 128 and 136 shall apply from 1 June
2008,
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3. Article 135 shall apply from 1 August 2008.

4. Title VIl and Annex XVII shall apply from 1 June 2009.

This Regulation shall be binding in its entirety and directly applicable in afl Member States.

Done at Brussels, 18 December 2006.

For the Eurppean Parliament For the Council

The President The President

J. BORRELL FONTELLES M. VANHANEN
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DIRECTIVE 2006/121/EC OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL

of 18 December 2006

amending Council Directive 67/548/EEC
on the approximation of laws, regulations and administrative
provisions relating to the classification, packaging and labelling of
dangerous substances in order to adapt it to Regulation (EC) No 1907/2006
concerning the Registration, Evaluation, Authorisation and Restriction
of Chemicals (REACH) and establishing a European Chemicals Agency

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURGPEAN tINION,

Having regard to the Treaty establishing the European Community, and in particular Aricle 85

thereof,

Having regard to the proposal from the Commission,

Having regard to the Opinion of the European Economic and Social Committee‘,
After consulting the Commitiee of the Regions,

Acting in accordance with the procedure laid down in Article 251 of the Treatyz.

' 0J G 204, 25.11.2005, p. 38,

: Opinicn of the European Parliament of 17 November 2005 {OJ C 280 E. 18.11.20086,
p. 440), Council Common Position of 27 June 2006 (OJ C 276 E, 14.11.2006, p. 252} and
Position of the European Parliament of 13 December 2006 {not yet published in the Officiat Journal}.
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Whereas:

In view of the adoption of Regulation {(EC) No 1907/20081, Directive 67/548/EEC2 should be

adapted and its rules on the notification and risk assessment of chemicals deleted,

HAVE ADOPTED THIS DIRECTIVE:

Article 1

Directive 67/548/EEC is hereby amended as foliows:

1) in Article 1, paragraph 1, points (a), (b) and (c} shall be deleted;

2) in Article 2, paragraph 1, points (c}, (d), {f) and (g) shall be deleted;

K} Article 3 shall be replaced by the following:

“Article 3

Testing and assessment of the properties of substances

Tests on substances carried out within the framework of this Directive shall be conducted
according to the requirements of Aricle 13 of Regulation (EC) No 1807/2008 of the
European Parliament and of the Council of 18 December 2006 concemning the Registration,
Evaluation, Authorisation and Restriction of Chemicals (REACH) and establishing a

Eurcpean Chemicals Agency”™.

* QJLT; 369, 30.12.2006, p1

' See page 1 of this Official Journal
0 196, 16.8.1987, p. 1. Directive as last amended by Commission Direclive 2004/73/EC
(OJ L 152, 30.4.2004, p. 1). Corrected in OJ L 216, 16.6.2004, p. 3.
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4)

3)

8)

7}

8)

Article 5 shall be amended as follows:

(a)

(b)

in paragraph 1, the first subparagraph shall be replaced by the following:

"Member States shall take all the necessary measures to ensure that substances
cannot be placed on the market on their own or in preparations unless they have been
packaged and labelled in accordance with Articles 22 to 25 of this Directive and with
the criteria in Annex VI of this Directive, and, for registered substances, in accordance
with the informatiocn obtained through the application of Articles 12 and 13 of
Regulation (EC) No 1907/2006, save in the case of preparations where provisions

exist in other Directives.”;

paragraph 2 shall be replaced by the following:

"2. The measures referred to in the first subparagraph of paragraph 1 shall apply

until the substance is listed in Annex | or until a decision not to list it has been taken in

accordance with the procedure laid down in Article 29.";

Adicles 7 to 15 shall be deleted;

Article 16 shall be deleted;

Articles 17 to 20 shall be deleted;

Arlicle 27 shall be deleted;
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8)

10)

1)

Article 32 shall be replaced by the following:

"Article 32

References

References to Annexes VIl A, VII B, VII C, VIi D and VI of this Directive shall be construed
as references to the corresponding Annexes VI, VII, VI, IX, X and XI of Regulation (EC)
No 1807/2006.%;

Annex V shall be deleted;

Annex VI shall be amended as follows:

(a) in sections 1.6.2, 1.7.2, 1.7.3, 2.1, 221, 222, 22.21, 223, 224, 225, 3.1.1,
3.1.5.1, 3152, 321, 322, 323, 3.25 3261, 3262, 3272, 4233, 513,
9.1.1.1, 9.1.1.2, 9.3 and 9.5 of this Annex, the words "Annex V" and "Annex V to this
Directive”, shall be replaced by the words “the Commission Regulation on test

methods as specified in Article 13{2) of Regulation (EC) No 1907/2006";
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{b) section 1.6.1, point (a) shall be replaced by the following:

(c)

“(a} as regards substances for which the information specified in Annexes VI, VIl and
VIl of Regulation (EC} No 1907/2006 is reguired, most of the necessary data for
classification and labelling appear in the base set. This classification and labelling must
be reviewed, if necessary, when further information is available (Annexes 1X and X of
Regulatiocn (EC) No 1907/2006);"

in section 5.1, the second paragraph shall be replaced by the following:

"The criteria set out below follow directly from the test methods set out in the
Commission Regulation on test methods as specified in Article 13{2) of Regulation
(EC} No 1907/2006 in so far as they are mentioned. The test methods required for the
base set referred to in Annexes VIl and VIl of Regulation (EC) No 1907/2006 are
limited and the information derived from them may be insufficient for an appropriate
classification. Classification may require additional data derived from Annexes IX or X
of Regulation (EC) No 1907/2006 or other equivalent studies. Furthermore, classified

substances may be subject to review in the light of other new data.";
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{d) in section 5.2.1.2, second paragraph, the second sentence shall be replaced by the

following:

“Such additional scientific evidence should normally be based on the studies required
by Annex X of Regulation (EC) No 1907/2006, or studies of equivalent value, and

could include:™;

12)  Annexes VII A, VII B, VII C, VIl D and VIl shall be deleted.

Article 2

1. Member States shall bring into force the laws, regulations and administrative provisions
necessary to comply with this Directive with effect from 1 June 2008. They shall forthwith

inform the Commission thereof.

When Member States adopt these measures, they shall contain a reference to this Directive
or shall be accompanied by such reference on the occasion of their official publication. The

methods of making such refersnce shall be iaid down by the Member States.

2. Member States shall communicate to the Commission the text of the main provisions of

naticnal law which they adopt in the field covered by this Directive.
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Arlicle 3

This Directive shall enter into force on the twentieth day following its publication in the Official

Joumnal of the European Union.

It shall apply from 1 June 2008.

Notwithstanding the second paragraph of this Article, Article 1 point 6 shall apply from 1 August

2008.

Article 4

This Directlive is addressed to the Member States.

Done at Brussels, 18 December 2006.

For the European Parfiament For the Council
The President The President

J. BORRELL FONTELLES M. VANHANEN
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