A}
A
A

\

|l
Al
mv

Aa v LY d
TENHIVEYRVUATNU I

TA39M3 “MINaNvataualasams “uuamaasniminzanlumsan
= = = L Y = o w

U sInNMNsZDeUNAA5AN (REACH) dvisulszime lng”

Preparation of the Proposal for “Guidelines for Chemicals Registration

according to REACH for Thailand”

Tae

E€THII

THAILAND TEXTILE INSTITUTE
damuiumumnmaaainnssugdana

AMNUUNHUIRATNHNTTNTIND

NYAINMEYY 2550



Tty LaT# PDG5030001

srEUIRRRTUANYTI

TAS9NIS “NITNAIUITBALEUBIATINTSG “WUIMLARNTIUNIzdN L UNFannz Ll Y
A5LANANTELaUINRILdIsLAN (REACH) drusuilseinalng”
Preparation of the Proposal for “Guidelines for Chemicals Registration according to

REACH for Thailand”

ANTEIRE Aanm
1. WA.NTNT WATWAIAL aniuRRugAsIUNgINAME
2. WNAMAA Tnuaulne anNTUNRUNAAMNTSNRING
3. wa.AsNg WU annfuNANgARINTsNRING

atiuayulnadtinaunasyuatiuayun1gae (ana.)

v
(Auwinluseutiiuresdidds ano. liandudeasiudqeansa )



seuatiugnysol Tassns “nswmundaiaualasenis “uwamadenfivanzaslunisaanzianansadnuszidaudnfoaansiail (REACH) dmsutlsemelng™

UNAALa

SWAELAINIT:  PDG5030001

A v o " A A ~ A

Folasans : MINNTaLRWalATINIT “wwInsiianfmunzauluniraanzidouaisiaiiay
suiflsyindlsansiadl (REACH) swsudszine bng”

PaWNIVY : NINT WAZWRIRY, MING Tnuuwlng, @ws Wi

Email address : peeraporn@thaitextile.org

JzuztIa1lAsINIs . 1 AUENEU 2550- 30 WHARANEY 2550

iztﬁﬁElll’i’]éﬁUa’limﬁmada%ﬂ’lwqiiﬂ (Registration, Evaluation, Authorization and
Restriction of Chemicals, REACH) (Hungsziisudmiumsdanmisaiafivasanninglsuldidu
imﬂuaﬂqﬁﬂﬁﬁgﬁnﬁﬂ ngszidoy  REACH 55&dﬂngiuﬁauﬁﬁaawu%ﬂ%ﬁuwwnﬁqa?u
Uifenaasvasannunglal uazlinansznuiuwiandag nslududiay Lasugiae AUNUNIINE
%aNaﬂszwuﬁﬁnNafﬁluua:uaﬂaunwwqisﬂ waznanTENUAfeT utuinsluduunuazduay

aﬁnﬁwquﬂiélﬁhwsﬁaﬂLﬁﬁauﬁﬂﬂﬂq@aﬁﬁﬂSSNU@zLanmuﬁlﬁmaﬁédTu%aﬁﬂﬁaﬂmgﬂuuu
T MISHNaLTV/ENUW ﬂﬁiﬂizﬁwﬁuﬁﬁiﬁazTﬁhaﬂufﬂwuéadwa 9 mssasaniisamuliany
Toaa (help desk) gdlauneiin  (guidance) '%’@ﬁﬁﬁu"l,f"ﬁ@iﬁamULLwimwi Huew el
Ausznaumadhlawszananinujidaungszidoy REACH 6 wanNAlumaLenTwas fins
IdanuTsnRanwiad I@anws%ﬁﬁﬂﬂﬁaLﬂWﬁxqmaW%nssuvﬁaﬁﬁTﬁﬁﬂs:ﬂaunﬂsaﬁuﬁirnﬂﬁia
wazduAanungizdou REACH ldategndas dmtudszmananannglay wu Uszinelny
Uszinaiu fudu  Afanududmuazdnfiunslunslienutomiounmaenss  Souwing
rnsﬁaﬂymﬁaﬁﬁuuawwuﬁﬂaﬁﬂaﬁnﬁquﬁhﬁuﬁﬁ atnalan@ anmsfinsdayauszmIdnmng
slusmawglsd wud gusznaumsnslusszuanannwglsdamlngudadslidnlangsadou
REACH 31n%n

NNMITIIANUNTBNVDIQAFANTIN INE Tagldlssomudmaduduuuy  wuh
Ausznaumilnodulwgdvlidilangifoy REACH wniin uazdlywinandia Lanansany
Unaany (Safety Data Sheet, SDS) maamsl,ﬂﬁﬁiwmul‘*ﬁa%i saulngjdniidayaliarudin uas
gﬂizﬂaumivl,&iﬂ'uh'jﬂ sDs fiiluvasasansela

dymdmivmunenzidounanaivesnlszmalng uszlinauenannwglsd  da'lal
sunsnvansidonssaiidisanay ngzfisy REACH ldrhwuainazdasimysanzidaulas
HIWHIUNaUB WM IUNULANIE (only representative, OR) ﬂmzzﬁﬁ'ﬂ@ﬁuﬁmm:ﬁﬂmﬁaya
15EnAlALEns OR wud1 U3Enfilalwusnis OR § 3 anvawdeiu fe u‘%ﬁwﬁﬁ'@sﬁaﬁm
aIailagudn Ui IuiUSnsnduiuason uazu%ﬁ%ﬁwﬁmaTnﬂﬁTWQ%mwadaﬁnﬁquﬁJ

wun R ' Y a =~ s 1 A Y a A o 6
ATUSHNID &IVL@]ﬂﬂH’]ﬂ’ll"D"‘i]’] Uluﬂﬂiﬁ]@]ﬂzm HURIILON I(ﬂ iIVL@]i‘IJﬂ’J’]&IS’J&IZJEl’i]’]ﬂl}dNa@lLﬂ&mm"VI“ll ah}

U

1-1



seuatiugnysol Tassns “nswmundaiaualasenis “uwamadenfivanzaslunisaanzianansadnuszidaudnfoaansiail (REACH) dmsutlsemelng™

Uinelny dassdoyaddonuadaniitTumdsdminolusnningladdszanm 100 awdl  Twun
USEnNal#uSans OR wamsdnswuin Senliansdseana 1.4-5 auun lasudazuSeninig
AQAILSNINUANGAINH
e o V] o a & & A a A o o

Az ldAnsuaziienziummaianimanzanlumaenzidoumsaldniy
Uwinalneld 5 wwne fa (1) muanadoulaswiionu OR Milunguuisnnadzning
Uinewalngzas nenfisnlusnnnglsd ) masanafoulasniinu OR Mduyisn
miﬁ”ﬁm’i'}dﬂizmﬂlugﬂadﬁﬂm%’mu (International Trading Firm, ITF) (3) myvanziioulae
wihoiu OR Milluisnimaiglinssivayunsneadlusnnwglal @) muaenzidoulas
USunntaliusnns oR IﬂUgﬂ‘szﬂaummﬂu@ﬁanu’%ﬁmao Uz (5) ;gdaaaﬂvl,m@ml,ﬁwmda
doyalinufihduiaduiiummenzidowes  Sauwimnadanny 5 uwwineldefuazdaifs
wandanuld  lasamefidnldasduaziarmndaruelasims wuwnimaienfivainzaulunisae
nzifioumaall awszdovidisaaedl (REACH) dmiudwinelng ialwiinsdasninly
=S v Aa K Aa A A o 1
anmdayaidain usztzfinfanuwinenmanzaniudsznalnodald

aman : szdouhdomaalannmglsl  (Registration, Evaluation and Authorization of

Chemicals; ~ REACH), mmanzifousaed, diuwsudwnarimshfiunwaniz  (Only

Representative; OR)

2-2



euatiusuysn] Tasans “nsimuwndaiaualasanis ‘wuamadenfiviinzanlunisaanzdauansindnussadoudnfosasail (REACH) druiudlszmnalng™

Abstract

Project Code: PDG5030001

Project Title : The Preparation of the Proposal on “Guidelines for Chemicals Registration
according to REACH for Thailand

Researchers : Peeraporn Palapleevalya, Juthamas Gomenthai and Siriporn Phaha

Email address : peeraporn@thaitextile.org

Project Duration : September 1 — November 30, 2007

The EU chemical regulation, Registration, Evaluation, Authorisation and Restriction of
Chemicals or REACH is to enhance a single chemical management system throughout the EU
region. REACH is considered the most complicated regulation in European history with its wide
range of impacts on society, economics and production costs. These impacts would be felt both
within and outside EU member countries. They are both positive and negative impacts.

EU has provided assistance to related industries and businesses in a number of ways,
including training and seminars, communications and public relations through different media,
establishment of help desk, preparation for a guidance, websites, etc. The aim is to encourage
better understanding among industrial operators and to enhance compliance with REACH.
Additionally, there has also been assistance among industrial operators, through the preparation for
guidance specific for industries on how to efficiently comply with REACH. Countries outside EU
member countries, like Thailand, China, etc., have also been active and assistance has been
provided to businesses. All these assistance has been in the same directions as that in European
countries. However, the study analysis and visit to EU countries found that industrial operators
both within and outside EU countries did not well pursue REACH knowledge and understanding.

The survey on the readiness of Thai industries, with textile as a prototype industry, found
that most of the Thai operators did not understand REACH well. The key problem was on the
safety data sheet (SDS) of chemicals in use — mostly SDS was incomplete and industrial operators
failed to realise and prove the genuineness of SDS.

With regards to chemical registration for Thailand and other countries outside EU, where
registration could not be done by themselves, REACH required that they register through Only
Representative (OR). The research team conducted an analysis on OR service providers and
found that there were 3 main types of firms -- chemical business firms, environmental consulting
firms and large EU chemical manufacturers. Additionally, the research team studied the

registration expenses with active collaboration of a Thai chemical manufacturer. The information
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on acid dyestuff with the volume of 100 tonne / year distributed in EU was sent to different OR
firms. It was found that registration fee would approximately range from Baht 1.4 to 5 million.
Fees were different from one OR firm to another.

In addition, the research team conducted an analysis of chemical registration for Thailand
and concluded the possible 5 options as follows: (1) Registration through OR who were large Thai
international trading firms with branches in European countries; (2) Registration through OR who
were international trading firms (ITF) in the form of public organisation; (3) Registration through OR
who were private firms where Thai government provided supports for their establishment in
European countries; (4) Registration through OR who were individually selected by chemical
industries; and (5) Exporters would not register, but rather, they would provide information to
importers who would therefore proceed to registration themselves. The research team conducted a
preliminary analysis of advantages and disadvantages of these 5 options and prepared for a
proposal on “Guidelines for Chemicals Registration according to REACH for Thailand” for further in-

depth study and analysis.

Key Words: Registration, Evaluation and Authorisation of Chemicals (REACH), chemical

registration, Only Representative (OR),
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Executive Summary

Introduction

The EU chemical regulation, Registration, Evaluation, Authorization and
Restriction of Chemicals or REACH, became into force on June 1, 2007. It has been
considered the most complicated regulation in the EU history. This regulation is to
enhance one chemical management system for all which would therefore replace the
existing over 40 chemical related directives and regulations. REACH was initiated
under the proposal, proposed by the European Commission, to improve chemical
policies in EU countries called the White Paper on Chemicals, proposed on February
27, 2001, aiming at restricting and eliminating chemicals that were harmful to human
beings and the environment; encouraging competitiveness of chemicals related
industries among EU members; preventing EU market conflicts; enhancing transparency
in chemical information reporting and presenting; establishing cooperation among
members; and minimizing the use of laboratory animals in toxic chemical testing.
Compliance with this EU international regulation is also consistent with that of the WTO.

Through all the previous 6 years, from the announcement of the White Paper on
Chemicals through to the enforcement process, there were a number of relevant
organizations, private sector, NGOs, labour unions and associations, presenting their
views and comments, both supporting and opposing it. REACH additionally was
predicted to enhance a wide range of changes and impacts, supported by a number of
researches. A large number of potentially affected industries therefore became aware
of and started to prepare for REACH.

REACH significantly emphasizes upon chemicals in the form of a single
substance; nonetheless, Article 7 on Registration and Notifications of Substances in
Articles specifies that any producer or importer of articles shall submit a registration and
notification of any substances contained in the case of the following:

®  The substance is not under exemption;

®  The substance is present in quantities totaling over 1 tonne per year and will be
released to human beings and the environment during its use — the substance
will have to register under REACH; and

®  The substance is hazardous and identified under the Substance Very High

Concern (SVHC) group, with quantities over 1 tonne per year and the substance



is contained in products of more than 0.1% by total weight of the product — the

substance shall be notified according to REACH.

REACH specifies the duration of 11 years for registration, starting from
December 2008 and ending on June 1, 2018. Registration is prioritised based mainly
upon the amount of production and import and categorized into 3 periods. The first
period (ends on December 1, 2010), will be the registration of substances produced or
imported in quantities over 1,000 tonne per year; hazardous substances (carcinogenic,
mutagenic and toxic for reproduction substances) in quantities over 1 tonne per year;
and substance classified as very toxic to aquatic organism (R50/53) in quantities over
100 tonne per year. The second period (ends on June 1, 2013) will be the registration
of substances produced or imported in quantities over 100 tonne per year. Finally, the
third period (ends on June 1, 2018) is the registration of substances produced or
imported in quantities over 1 tonne per year. The EU has allowed pre-registration
during June 1 — December 1, 2001, without any fees involved.

Manufacturers or importers shall register the substances within the time
period specified. Those who fail to comply with the specified periods will not be able to
produce, utilize or distribute the substances within the EU.

REACH comprises 4 processes as follows:

1. Registration
Evaluation

Authorization

A w0 DN

Restriction

As for those industrial operators outside the EU, a pre-registration and registration
is required through a legal nomination of Only Representative or OR.

The study on the “Preparation of the Proposal for Guidelines for Chemicals
Registration according to REACH for Thailand” undertaken by the Thailand Textile
Institute (THTI) under the support of the Thailand Research Fund (TRF) was initiated as
a result of the TRF’s consultative meeting on Wednesday, July 18, 2007. The key
issue from the meeting included “how to effectively manage chemical registration of
Thai industrial operators and what an appropriate option should be for establishing the
Only Representative (OR) as a representative for chemical registration for Thailand”.

From the meeting, two options of OR was proposed. The first one was the



development of an international trading firm (ITF) which had currently been under the
policy of the Ministry of Commerce. The other one was to be carried out by a
consulting firm from EU countries. However, with no concrete conclusion on the
advantages and disadvantages of the appropriate option on establishing the Only
Representative (OR) for chemical registration for Thailand, it was therefore suggested

that a study be conducted with the following objectives.

® To develop a proposal on “appropriate guidelines for chemical registration

for Thailand”; and

® To identify technical assistance needed by industrial operators in order to

comply with REACH regulation through applying the EU tool and guidance.

The key output of the study was a proposal on “Guidelines for Chemicals
Registration according to REACH for Thailand” and a report on guidance for assistance
and support for EU industrial operators which would be a guidance for assistance and
support needs for Thai medium and small sized enterprises in compliance with REACH

that were to be provided by public and private sectors.

Study Methodology

1. Conduct a review of literature related to studies on impacts of and guidelines of
domestic preparedness among EU countries and other countries in compliance
with REACH regulation, with a significant focus upon textile and leather sector.

2. Conduct a study visit to EU countries to investigate their preparation for
chemical registration.

3. Undertake a test on the use of EU tool in ensuring the preparedness of
operators, with the focus on Thai industries.

4. Organize a consultation workshop among related organizations to brainstorm
and get comments and recommendations on the draft proposal on “Guidelines

for Chemicals Registration according to REACH for Thailand”.

Duration

September 1— November 30, 2007.



Outcome of the Study

REACH is quite a complicated EU regulation with strong relevance and impacts
on a wide range of industries. The study has pointed out both positive and negative
impacts. The positive one was the benefit to human health and environment which
would turn out to be much better. Governments could save more on medical health
expenditure. The negative impact would be an increasing cost due to high expenditure
e.g. for testing, information acquisition, registration fees, etc. Industrial competitiveness
had been taken as both positive and negative. Positively, it would encourage EU
chemical industry as producers who export to EU needed to use chemicals complied to
REACH so EU chemical manufacturers can benefit. However, the EU chemical industry
might lose some of the market shares to those outside the EU countries as their
chemical costs would be higher than it would otherwise be produced from other
sources. It was noted that small and medium sized enterprises would be significantly
affected, especially those with the use of a variety of chemical substances in the
production process, e.g. surface coating, cosmetics, electronics and textile.

With the complication of REACH, EU therefore developed tools to assist
industrial operators. These included the establishment of national helpdesks, the
preparation of guidances, communications and public relations through different media
and meetings and seminars to enhance knowledge and awareness on the need to have
such rules and regulations. However, overall, the whole implementation process was
not clearly defined and not efficiently in practice. The guidance has not been
completed. As a result, industrial operators both within and outside EU countries were
faced with difficulties in both preparing themselves for and complying with REACH.
Notably, those operators outside EU member countries found themselves with more
complicated processes to comply with REACH, especially when registration was
required through Only Representative or OR. Additionally, the study pointed out that
EU had not yet had or announced any means, by the governments, to verify or certify
the qualifications of a company or an individual who would fulfill this responsibility.
Industrial operators, who had to commission the OR, would have to consider the
qualifications of a company or consultant by themselves.

The study visit to EU countries was conducted in September 2007. The
research team had opportunities to exchange information, views and comments with the
private sector and organizations who had been involved in preparing for REACH and

the guidance. It was found that complications had remained among those industrial



operators, both chemical manufacturers and users, in EU member countries in
preparing themselves to comply with REACH. Regarding OR service, it had been
provided by companies whose business was on chemicals. Some of the companies
had some cooperation with those in the United States. With regards to assistance from
governments, helpdesks were established at all levels, among industries, national and
regional levels. Seminars and trainings were also organized. Nonetheless,
comprehensive assistance for specific industries was not clearly defined. Additionally,
educational sector was not sufficiently aware of REACH.

Business opportunities as a result of REACH included those private consultants
who would provide services in the implementation of and compliance with REACH.
REACH related services were in addition to the existing ones of environmental, energy
and chemical related consultancies. Additionally, services included organizing seminars
and trainings both within and outside EU countries e.g. in China, India and Hong Kong,
etc.

During the course of this study (October-November 2007), there were not many
OR and the fees were relatively high. Under the case study, the information on acid
dyestuff of a manufacturer in Thailand, who was interested in registering under REACH
so that the company could do their business in EU countries, was sent to different OR
firms. It was found that the cost was approximately Baht 2-5 million. The Thai
company therefore needed to evaluate the cost effectiveness of this registration. This
was the same situation among industries in EU member countries.

As earlier mentioned, REACH has generated a wide range of social and
economic impacts, both positive and negative. The small and medium sized enterprises
would be affected the most. This was also strongly supported, through discussions and
information exchanges, by private companies and organizations involved in drafting EU
REACH. Moreover, it was found that chemical downstream users had experienced
some difficulties as they lacked knowledge on both chemical currently in use and
methodologies to evaluate chemical exposure scenario. These were some of the
important difficulties in complying with REACH.

REACH also affected non-EU countries who were their trade partners. Products
to be distributed in EU market would have to comply with REACH. As a result, a
number of non-EU countries would need further assistance. From the study, it was
found that outside EU countries had taken quite similar actions and practices as in EU

countries, e.g. enhancing knowledge and understanding through meetings, seminars,



different media like radio, TV and printed matters, preparing for a guideline, including
website to encourage online searching for information.

The survey on the readiness among Thai industrial operators was undertaken
during October and November 2007. The research team conducted a field survey to 11
textile factories, asked questions and introduced EU tools. From the survey, it was
found that industrial operators in Thailand lacked sufficient knowledge and
understanding on REACH, which was consistent with studies undertaken in other
countries e.g. China and Japan. Furthermore, factories in Thailand had problems with
safety data sheet (SDS). Some chemicals did not have SDS; others were with SDS
from chemical manufacturers but not in a completed form, e.g. CAS No., making it
difficult or impossible to search for that particular chemical information.

The study on consultants providing OR services found that there were 3 main
types of firms. First, firms did their business on chemicals e.g. biocide related business,
and were multi-national firms with expertise on legal and chemical management.
Second were environmental consulting firms with expertise on chemicals and testing.
The third group was chemical manufacturing companies who would be required to
register. OR was provided as an additional service to clients. These firms mostly
provided a one stop OR services, including training, gap analysis, information searching
and testing. However, it was found that most consulting firms did not have their own
testing laboratory but did have accountable networks in case testing was needed.

It was concluded from the study that there were 5 possible options for chemical
registration through OR for Thailand, as follows:

1. Registration through OR who were large Thai international trading firms with
branches in European countries.

2. Registration through OR who were international trading firms (ITF) in the form of
public organization.

3. Registration through OR who were private firms where Thai government
provided supports for their establishment in European countries.

4. Registration through OR who were individually selected by private sector.

5. Exporters would not register, but rather, they would provide information to EU
importers who would therefore proceed to registration themselves.

The study team had conducted a preliminary analysis on advantages and
disadvantages of the above options, and prepared for a proposal on “Guidelines For

Chemicals Registration according to REACH for Thailand”, as presented in Annex F.



Recommendations

1.

A study should be undertaken on the guideline for the establishment of OR for
each option and international trading firm to significantly support small and
medium sized enterprises in Thailand in registering and maintaining their
business confidentiality.

An additional study is needed on the situation of chemical use, chemical
manufacturers and distributors in Thailand and their readiness for registration.
Government agencies and educational institutions should provide assistance
and recommendations to each industrial sub-sector who are with insufficient
practical knowledge and understanding on the preparation for chemical lists and
the correctness of SDS.

Chemical knowledge should be enhanced, both on the right use of chemicals
and chemical risks assessment, among industries. Academic sector should get
involved in providing necessary knowledge, especially as related to REACH.
Support should be provided from the government.

Establishment of groups of industries should be encouraged in order to enhance
the sharing of knowledge and experiences on chemicals and chemical supply
chain.

As trade partner countries who produce or distribute chemicals tend to comply
with REACH, support is therefore needed on the establishment or capacity
development of products and chemicals testing laboratories in Thailand so that
they are capable of conducting tests as required by REACH and competitive
with European standards.

The government should provide supports to educational institutions and private
sector in conducting studies on hazardous substance substituting chemicals that

are not to be produced due to REACH.

In the longer term, it is expected that REACH would be applied in developing countries

and Thailand would be directly affected. Therefore, it is necessary for the government

to be well prepared for that, involving the establishment of domestic standards and

regulations on chemical imports and uses in order to minimize chemical wastes

management burdens and at the same time, to enhance more safety standards among

Thai industries. Additionally, this would prevent hazardous substances from entering

into Thailand
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uNnf 2
‘szLﬁsuiﬂﬁwmimﬁwaaawmwsﬂsﬂ (REACH) :

HANIZNUUAZURININITBILLRAD

@) 1
2.1 anatduwanaassad El‘]J'J'ng'JElﬁ"Iﬁ'Lﬂﬁ"llﬂ\‘iﬁ‘ﬁﬂﬁwq‘[‘iﬂ

lull 2541 annwglsdingnanunan (Directives and Regulations) §1#3UAILANENTLAL

A28 4 2ty laund

® Council Directive 67/548/EEC relating to the classification, packing and labeling of
dangerous substances.

® Council Directive 76/769/EEC relating to restriction on the marketing and use of
certain dangerous substances & preparations.

® Council Directive 88/379/EEC relating to classification, packing & labeling of
dangerous preparations, replaced by Directive 199/45/EEC

® Council Regulation 93/793/EEC on the evaluation and control of the risk of

existing substances
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2.3.1 allauwzun (guidance)
npwfloy REACH Tofi 24 lddwualdeaiznisansmsiavilassms  REACH
Implementation  Projects  (RIPs) Lﬁ'a"ﬁ’aﬂmﬁapjﬁmﬁaoﬁmgsuﬁme: laidnazdu
AMZNITNNTNNT (Commission) a4dinINaNd Fgaundn filszneums i LLazgﬂ‘*ﬁﬂmﬂﬁwaa
saadl Wdfuaaaungszsdovldeiradugdsmw G'fiaLﬂmmmlaﬂmamﬂﬁla%’wﬁﬁwﬂﬁmmz
A7) I@Uﬁ;‘il’l,%ﬂ’rmngﬁ]mmjmjﬁf,hm'wﬁLﬁmﬁaams’qm‘i’uﬁumsﬁqsJ Fafilassmavanaad
Savneait
RIP1 : REACH Process Description
RIP2 : REACH-IT
RIP3 : Guidance Document: Development of Guidance Document for Industry
RIP 3.1: Guidance Registration
RIP 3.2: Technical Guidance Document on preparing the Chemical Safety Report
RIP 3.3: Technical Guidance Document on Information Requirement on Intrinsic
Properties of Substance
RIP 3.4: Guidance Document on Data Sharing (Pre-registration)
RIP 3.5: Guidance Document on Downstream User Requirements
RIP 3.6: Guidance on Classification and Labelling under Global Harmonised
System

RIP 3.7: Guidance on Preparing and Application Dossier for Authorization
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RIP 3.8: Guidance on fulfilling the Requirements for articles
RIP 3.9: Technical Guidance Document on carrying out a Socio-Economic
Analysis or input for one
RIP 3.10: Technical Guidance Document for Identification and Naming of
Substances in REACH
RIP4 : Guidance Document: Development of Guidance Document for authorities
RIP 4.1: Guidance Document on Dossier Evaluation
RIP 4.2: Guidance Document on Substance Evaluation
RIP 4.3/4.5: Guidance Document on Inclusion of Substances into Annex XIV
RIP 4.4: Guidance Document on preparation of Annex XV Dossiers
RIP 4.5: Guidance Document on priority Setting for Evaluation
RIP 5/6 : Setting up the pre-Agency
Fana99nA RIP FmIRITIILE argniszmeniludliaunsuna(guidance) Fadlunita
slum’%ﬁaaﬁaﬁa%qukﬂ%’wﬁw Lﬁ"aLfluLmeﬂums@ﬁ’ﬁLﬁumiﬁm%'u;jl,ﬁﬂafaaﬁ'ungsuﬁw
REACH laun WEIUNATT NMAGATINNIIN NALBNTH il (1@8% W.A. 2551) ﬁ@'ﬁauuz
LL%’JﬂﬁdﬁﬂiZﬂﬂﬂﬁi’]%L%ﬂvL‘ﬁ@ﬁla\‘iﬂ\‘iﬁrﬂ‘iﬂa’]\‘iLLﬁ?ﬁdﬁ
Guidance mainly for Industry Use:
Guidance on registration.
Guidance on pre-registration.
Guidance on data sharing.
Guidance for intermediates.
Guidance for monomers and polymers.
Guidance on Scientific Research and Development (SR&D) and Product and
Process Oriented Research and Development (PPORD).
Guidance on Classification and Labelling notification.
Guidance on requirements for substances in articles.
Guidance for Downstream Users.

Guidance on the preparation of an application for authorisation.

Guidance mainly for Authorities Use:
Guidance on Dossier and Substance Evaluation.
Guidance for the preparation of an Annex XV Dossier on Harmonised
Classification and Labelling.

Guidance for the preparation of an Annex XV dossier on the identification of

2-6



seuatiuguysol Tassns “nswmundaiaualasenis “uwamnadenfivanzaslunisaanzianansadnuszidaudifoaansiail (REACH) dmsutszmelng™

substances of very high concern.
Guidance on inclusion of substances in Annex XIV (substances subject to
Authorisation).

Guidance for the preparation of an Annex XV dossier for restrictions.

Guidance on the different methods under REACH:
Guidance for identification and naming of substances in REACH.
Guidance on how to comply with the provisions of the new Regulation on
Classification, Packaging and Labelling of substances and mixtures.
Guidance for the preparation of the Chemical Safety Report.
Guidance on information requirements under REACH.
Guidance on Socio Economic Analysis.
Guidance on priority setting for evaluation.
Guidance on IUCLID
2.3.2 KL IRANNTILLAAD (Helpdesk)
autlizmengafoy REACH atfuiufl 18 swneu 2549 Tafl 39 rwualisina
SUITN (member state) s=dasiamantnanwliauTIsmA L ITG (national helpdesks) e
TrondatsEnd g lwmaenay  legawzdsmiwmanauszswagenluwmsdjiaaw
ﬂgizl,ﬁsm REACH %dnﬂﬂszmﬂlumjwam%ﬂqﬁﬁ'}Lﬁuﬂﬁ%’@&t\mmUd']ulﬁﬂ’sﬂu"ﬁ’aﬂl,%ﬁal,l,ﬁa
Tagsarniulodiunmenyszdnma aaalit
o Uszineeamale (Austria)
o Austrian REACH Helpdesk
http://www.reachhelpdesk.at

o Usmmeusiboy (Belgium)
o FPS Economy — REACH Help Desk

http://www.mineco.fgov.be/organization market/reach/home fr.htm

o Uszinaaunise (Bulgaria)
o Bularian Help Desk

http://www.chemicals.moew.government.bg

o UsznaloUsa (Cyprus)
o Department of Labour Inspection

http://www.mlsi.gov.cy/dli
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Ussin@a1513M3L TN (Czech republic)

o CENIA

http://www.cenia.cz/reach

o UsznaauN3n (Denmark)

o Frontlinien

http://www.reachhelpdesk.dk

o dUsuneiaalaiile (Estonia)

o Estonian Help Desk

http://www.sm.ee/REACH

o UsznaduLaue (Finland)
o European Chemicals Agency

http://ec.europa.eu/echa/home en.html

o National Product Control Agency for Welfare and Health (STTV)

http://www.reachinfo.fi

o UssneanSoes (France)
o BERPC

http://www.reach-info.fr

o dUszneeasud (Germany)
o BAUA - Bundesanstalt fiir Arbeitsschutz und Arbeitsmedizin

http://www.reach-helpdesk.de

o Uszin@niw (Greece)

o Greek REACH Help Desk
http://www.gcsl.gr>AicuBuvoeic-Avan MNepiBaAAovioc>REACH

o Usn@AdINI3 (Hungary)
o Hungarian REACH Contact Point
http://bordasi.okbi@okk.antsz.hu

o Usznalasuaud (reland)

0 Health and Safety Authority

http://www.reachright.ie

o UrznEdana (ltaly)
o ltalian REACH Help Desk
http://www.helpdesk-reach.it
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Uszinaaalle (Latvia)

(0]

Latvian Environment, Geology and Meteorology Agency (LEGMA)

http://www.lvgma.gov.lv

Uszina@anae (Lithuania)

(0]

Lithuanian REACH Help Desk

http://www.infochema.lt

Uszinaanisuidsn (Luxembourg)

o CRTE/CRP Henri Tudor
http://www.reach.lu
zinanvaani(Malta)
o Malta Standards Authority

http://www.msa.org.mt

Uszneulsasuana (Netherlands)

(0]

Ministery of Housing spatial planning and the environment (VROM)
http://www.REACH-Helpdesk.nl

Uszinalduang (Poland)

(0]

Polish REACH Help Desk

http://www.reach.gov.pl

Uszinaldaing (Portugal)

(0]

Direccao-Geral das Actividades Econdmicas

http://isabel.laginha@dgempresa.min-economia.pt

Uszinalsuile (Romania)

(0]

Romanian REACH Help Desk

http://www.anspcp.ro

Uszinaalanziiie (Slovakia)

(0]

Slovakian Help Desk
http://www.cchlp.sk

Uszinaalaiiily (Slovenia)

(0]

National Chemicals Bureau

http://www.mz.gov.si

Uszinaaidn (Spain)

(0]

Parque Cientifico-tecnoldgico de la Universidad de Alcala de Henares.

http://www.reach-pir.es
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e UsmnAsILan (Sweden)
o Swedish Chemicals Agency

http://www.kemi.se/reach

o UBnARNIITOIMIANT (United kingdom)
o REACH UK CA Help Desk
http://UKREACHCA@hse.gsi.gov.uk

2.3.3 Navigator Tool

P o o a o o 9 & A a

iasnnmatsduveingnioy REACH dwiudusznaumsluanauwgladiu Su5anm
vasasiedidudaivue  wananidildesniiudmiuansunangy ﬁ'ﬂ,ﬁ;jﬂs:ﬂaumﬂﬁ@mm
suan  vwsnliuilaildsumasniiunsalal wiewndesUifenungszisy REACH azdas
datils  dwietomiaidesduungisznaumslunmianaseuiiauasizdas jidaw
ngszfioy REACH wiald  asAninay (ECHA) ladaviue3aslelwenutiomienisonda
Navigator Tool lasgUsznaumisansadhldyimsanaseusiumaiylod

. . . & ! v 1 v 1 v
http://reach.jrc.it/navigator_en.htm T4 lbLARLAINALTUWINIINTTILIARS (help) TUaIIRINID

W EANNAANTLIANIEHIBLANANLWINITIBRRaNaN N TaNNY e na UL LAY

2 REACH Navigator - Navigator - Microsoft Internet Explorer

File Edit View Favorikes Tools  Help '}
Qu © MEAG Lo rroms @ 2% - [JE
P\ddress@http:,l’)’reach‘]'rc.it,l’pubIic-2,|’navigat0r7quest\ons.htm?newfnav=FaIse&navjd=45?2—3313-8937 V| Go Links ** @ bl

NAVIGATOR [ZIR E A C H cuidance

Your Navigator ID is: 4572-3313-8937 - Name: Glossary

Questions

¥ My comments .

Question n°1

Is the substance any of the following?

- A radio-active substance

- A substance under customs supervision

- A substance used exclusively in the interest of defence, covered by national exemption
- A waste

- A substance used exclusively as a non isolated intermediate

- A "transported substance" (i.e. you exclusively transport the concerned substance)

O ves
O Mo

[ Ok, next question =

Help
In order to answer this question guidance is given below on:

+ Radio- active substances

» Substances under customs supervision

+ Substances used exclusively in the interest of defence, covered by national exemption

@ hktp:ffreach. jre.itfpublic-2/navigatar_questions.htm?new_nav=Falsefnav_jd=4572-3313-8937# _Substances_used_in  Internet

gﬂﬁ 1 w3y e Navigator (http://reach.jrc.it/navigator_en.htm)
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' A A
2.3.4 LN NANMNBIYLRADDW 9
dl' A d' v v a Ofad' v [} A
waniniaasiianldzyaud wwnnaljidndszmalusnningladldanaginnge
R 1 a L =2 o A
uwigsznaumilundazdszinaluwinsadioaidnu da
o WBUNIBIRAMNTHIUNIREA9 ) 1w uiuNy Tasansulnaniad Ing Hueu
. '«5’@1aﬁ”’mmﬂwmzﬁﬁfﬂlﬁuﬁgﬂi:naumﬂ@mhumamsé’wum (Seminar) / N3
HnousuiBUgian1s (workshop) / M3U3zuN1937IN13 (Conference)
fmiumaenzuesiinislienudismtenuuazin - Inslddeyaiwidled  fms
M IFUNW MIIavdalamzdnTLLAazanannITY LT
o gamnnINInEud  imiderigiie REACH iaduuwinsdmmiugiznaunslu
& & a A A A , Aad A wa A
gamWNTINIRLUG Talimsetununganiioy REACH flonweneg uaAtmadfjuan
anaed LT
O REACH Interpretation guidelines (June 2007)
O Automotive Industry — Guideline on REACH, Version 1.0 (July 2007)
« gamwnyINagiiion
O Guidance Document for Implementing REACH in Aluminium Plants (June
2007)
2.4 BMNIANFIMWINNANNTIUF VI sTINARDNERA WY 3L
Urzinadngg  Aemasnanglaiduamanan  dmiududiluEsimuaiouany
o A o a A = o A o [ A ! o
winuiiatasTung oy REACH dmueioudinadonulusnnwglal A makouwianug
Awddlod dusw dszga mudsienansfiisdosiy REACH iumwdedinnd wdu
MAu wiamidavhgile REACH dwiudisznaumasenanninglad annsdnsnidszinalu
donlaTunansznudangssifoy REACH ann awnsnaydldasii
Uinedn Hyadinssseanlufiannmgladliyadiminndt 125 Wudwmasads (USS)
A . < A o A, Y A . & )
disafidudrunislugudndieandinlasyadfadn 10% vesyadsnua ( ~ 10 W
fuaaas3 (US$)) Mliseinaduduanudragnazaaassunnansaniungsziiay REACH
A A o A a o & = Yo a A A
TIUszineAnlanaanuwindmaaTsuanuniauadudt) w.a 2546 lagladuiiunmsiNesisinte
wazlianuiungdusznaumsluidessdnsg ldun udalanansfiieadasiu REACH 1w White
paper HunuInusiasliniisnuiinedas MIAsiasl JUGNINasa LA uAN BINe
(toxicology) uazanwAsaauIng (eco-toxicology) 1Tuan a"lq@ﬂszmﬂ%uvlﬁﬁmﬂﬂ@éﬁﬁfm’m
a . . A a a a [ A 3 ' A 1
@unk  (representative office) luiladiaaden  Usznaluuaud nalianutiomwiowd
AusznaumIzesiu et lsndnnmasumsniflszneunsimenidwisniazmanaruazidn
Tudssinedn  wuhdseslddnlangssfioy REACH wazdsldlda3uauaiinesassungsnieoy
REACH
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Uszinannd e leaaasniisanulianusisnie (Helpdesk) wAgdsznaums duniu

g; 1 { Q/ a Y a g: 1 { L é e
magﬁtﬁaammsﬁaﬁ? Uszinaiualbe Lﬂ@l%mms@mumuﬁ 25 nuengw W.A. 2550 Glid'l@]q

UseRIAlwn1TaaaId a9t

A a A A @ ) A ~ =
LWE]@I@@]’]N%IUU’]U‘HLT-]ﬂ'ﬂma\‘]ﬂﬂﬁquﬂNLLazﬂgigLU UumﬂﬂﬁﬂﬂqWQIiﬂiauﬂﬂ

Uszinalunguaansn
NuTenmaztayadunaiadniunmsenadouaaed
Iwnsausulunsld IUCLID 5 way REACH IT
Lﬂué’aﬂmﬂumm%amiaszmwﬂ%ﬂ'ﬂluawmwaﬂsﬂuazmmﬁléf

Jamfatunafitaaulungszndoy REACH lasiunuaantuluanninglsy

Urinediiu ldvimsdimannuniauusiansznuzas  REACH  darAauazidnlu

Useineadizln

198NTENTIFINATDY (Chemicals Management Office, Ministry of the

Environment) Liiaiufl 2 nIngnan w.a 2550 wud dilsznaumsdinlnglasianzimwiszme

nasuazianss lifianunsaunungsniisy REACH uszusdiufainazmasalna

NnTayanTuAn ‘wmfﬁ;jﬂi:ﬂaum‘sduﬂmyﬂuﬂumﬁmL%ﬂi@mawwzﬂéjﬁm%ﬁwm@

nauazidndalifianuianudingszdoy REACH udihmeigazneewldanutiontelu

' = e & \ a o @ @
E]JLLUU@I']GG] "]j\‘]aﬂ’]uﬂ’]imuu’]ﬁ]ZLﬂuLmuL@E]'Jﬂu‘ﬂ’ﬂaﬂLL&ILL@lIuaﬂ’]WEﬂiﬂtaﬁ
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UNN 3

= v 1 =1 = [ 7]
ﬂ'liﬂ'ﬂ‘isl"l@\‘i'l%sl%ﬂ']{lﬂﬂ’)'lwﬁ'lﬂL‘ViaaLLR&ﬂ']‘SLGI‘SEJNﬂ'J’l&JWia&lsl,%ﬁﬁﬂ']W EAITIJ

3.1 Nanzasns@nsgowluarninglsy
fufasnnnenymdisdilasinsnaziansdegunindiesnegamnnimuinous:
snnwglal  ienTauanifsuuazimuafianislumaesnnsdusissninginsduanninglal
Tsunurasgiznaumanisesdhosansanzandymuszuanifsudefaiunuldlonass o
vo A [ d t . . ,J { o A [
lddufiunsdadszguluze “1” Thai-EU Business Forum” Iusniladuil 13 iy 2550
fuinaunamusiuauun1Ite  (@n1)  Jdwindulamasudninimandinudung
6 o a a & a%’ dl' 7 = L a
misimIdszguzauninmdluasiiiieasldnnuisdymuazanuaulazasingsialasass
lagawizdszanidgnimaingszisu REACH Nunimmysannshauiviinisiduse b
wonint el lddedenuuisniantuiaznisnunddwhnlumsiaringszidou
REACH uaz REACH Implementation Project (RIP) tNauaniUfsudafawin laguiudseanuinusas
soumaing w npuimaad Uzinawabon snnnglayl wieanruhameidnlddmannuniay
fazdufiuminung vy REACH vainisnguiafuazasadnduiiumsluanninglaiiada

ael

3.2 Jngiszasa

1. wd\i'aiméhm@;mimﬁl,umiﬂi:'*gw 1" Thai-EU Business Forum faanuanlauasnis
widgwlungszidoy REACH

2. iRauaniasuanudadiuiuwihsnuifisuiwlumngsadoy REACH 4
sonumsnivasannng ladlunsieionanuniausesivsdoy REACH  uazn1iig
nzidouansiadl

3. Lﬁaéﬁaammwé”amaou’%ﬂ'ﬂQw’é‘mﬁuazm‘smﬁiuq@m%mm‘émalua%mwsﬂsﬂ
fnumyaanzidonansialauuasnns REACH

3.3 M313278 1% Thai-EU Business Forum
Fufl 13 fiuenan 2550
msﬂizﬂgwﬂ%y‘df:ﬁi‘@qﬂi:mﬁ%é'ﬂL‘ﬁ'alﬁ@muma\mq'wq@lm%ﬂﬁmmﬂizmﬂ%ﬂﬁLﬂu@jﬁﬂ
'lua'v\mwqkﬂﬁmn’%‘uéfuﬂszquamaLﬁflumamm%mm:ijéhLmumﬂgsﬁaLtamu',wmumﬂ
nsfnvesngudzinasnning Tunswiseuantdsnuazinuafianslunisiasanisdigs
sewignoiuannwglyl wazUszamuwinuludinfiigadosnuwlouionssseninsdsameavasing
Auannwylsl Imaz%’mé’olugﬂuuu Thai-EU Business Forum LLiT’hﬂéjuﬂs:mﬂmlf"ﬁwﬁl,l,wm%'u
madasnmadusinuanningladlutl w.a.2551 wadsenalnafininnzuanmsiasa Lo

dl A 1 o v ¥ 1 = e g;
L‘WT]zL%E]G’ﬂ’]ﬂaﬂ’]WﬂEUuﬁ’]ﬂﬁiL&l E]GFL%ﬂiZL‘YWI‘W N E]’]’ﬂ‘ﬂ']lﬂﬂ’]ilfﬂi%’]l‘ﬁiz PLIAIWIWAIN101 A9t
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AALONTWLARIINITATINIEAUNINANAMVLAVIZINNTT AILEUNIHVaIUTENAFIA LU NUIHAIN
sﬂiﬂ ﬁnﬂaﬁamiﬁﬂuﬂéjumv’fmuéfuwiummu 2550  WUANFWAININNTIN95% laRn1Taan1Eas
A [ = A & A = & A a o
R lIzaU 0-5% mmnamwmaqumammaaﬂszmﬂ"lmmLﬁuﬂuﬁﬂmolu{]umﬂmmw SFA e

lﬁﬁmaaﬂhﬂﬁﬂiﬂﬂ“ﬁﬁiauﬁ'umﬂﬁL’il@‘*ﬁa@ﬂaqmiﬁﬁLa%vl,muaza%mwgﬂiﬂ
nsdszguansdddidnivdszguandieing laun Sguuaidmnsenaiomndad 1
PIRUNAIAY LAZLINRUINVAINTINTII FIUVAINIALENTY UTznauale ;jl,mmmam%amiﬁ']"lm
amq@mﬂmmmei:mﬂvl,m ampjdaauﬁwmaL%aLLmﬂi:mﬂ"L“nsl RUTNUT LGN Iy gaaal
;jwﬁmmmsé’m%gﬂ FUNANAIWITUTLEanud Ine amﬂuaqmm%mimﬂ%augomvlwﬂ GERGHETRE
FudIususud Ing sunaugaidyudinouaziaiesdszau ngulwiuazdiaansefing uaz
ﬁn‘immsmnﬁwﬁfm’mﬂammﬁumgumﬁ%’m FINNIRY 19 VN LLazc'J'mavﬁmwq‘[sﬂﬁuﬁmﬁ’]ﬁ
ANNITTNTIINNIATZAIN9UIEING (Ministry of Foreign Trade) RNN%aNIA1 WATLSENI@NTW/BIANT
o N A & ¢ A ¢ . < . . o @ A &
luduarns Biaenvafiag ngwane 1wl 13 lobbyist  sUIANT WWTW multimedia  §HENRUN
WRIIW LRENTUVRRITINNIRULIZN14 20 UI1N
msﬂ*s:"guvlﬁé’f@lﬁﬁQ”Lmumsﬁﬂmzﬁuwmwqisﬂvlﬁ%'uﬂamimﬂm‘wa;ﬂmiﬁwvlmﬂ
DT ;ELmumsﬁ’]ﬁ]’mmﬂLanmuamq@]mv\msuLmqﬂszmﬂvl,m "L@Tusimslagﬂmwmmaaam
q@lmﬁﬂssml,mﬂ‘szmﬂvlm ﬂs:LﬁumﬂmﬁmmmmmauiﬁmwjmmﬂLLazmsqwgu (anti-
dumping and countervailing duty) ¥1@IMIgVEWINE ANNURaAAY SPS ¥aINIngziiay
81303 REACH  31@3AIRIRANIWANTH9H msﬁwmumaomﬂq@m%msumwﬂgsuﬁﬂwaa
a%quisﬂluéf’m 871%13 Fudiasnilied ngsziivusiaed vrasningsndsunianmwn
MINBAT NA lNELaa (Clean Development Mechanism) ’NNNBNNIAN bNe ;&’LLﬂ%ﬂ&j&lﬂq@lﬁ’MﬂﬁN
1 g = A' dgl/ U dl' ] 1 1 dl' LY a a nq’ 1 6
019NT NENIRIUTE FINDUAZIFENILATBIYIVIY ﬂﬁgmmaolﬂwwq RANTONA TURIUITULUG LA
1 U a v A 1 & 1 Q dld v v v 1
ﬂqwgmaumw’mnaumﬂi:mﬂvlﬂsl mn&;wq@m%mmmﬂ‘nwnwmﬂuavxmwqiiﬂvl,mmi’m
ﬂi:*’gﬂéf:ﬂau Namsﬂsz"guﬁoaaashU"L@T%’Uﬂ'imﬂszl,ﬁuﬁﬂmmwLLa:ﬂ’nuﬁaamﬂummmamm
Tuialunsan m;ﬂvl,ﬁﬁaﬁ
Y A (~3 v ]
aﬂmm%wm%mﬂawmwzﬂiﬂ
1. amwaasnmalasludsznalnefgsldimadenassguisnnssvudsesivles uwwme
Uszgudilidnstmuaniaienas) ildmesdhosmawg lsdlifiaenadulalunsaamu
M3 LLazleiﬁﬁﬁmaﬁ%'@muslul,%auiﬂmumsﬁwadg{ﬁmiﬂizmﬂ
2. dununanmuIRDad (Brussels of Chamber of Commerce) taualwiinmyTaudszgunnd
Taoaautlaswnwdwd1nIn
3. npamfsuraslszndalnenliBesrmisanuszanlumsinuuesu3Endsmna (Foreign
Business Act) LT#N13288%1y1a71197% (Work Permit)
A o o A A & A & A . ' '
4. p@indeIasautaanagaslszinnidasuaslszinealng lutdaswisdan1ssaanuad
szinauatiioy
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wingunwdhalng
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2. Risk and Policy Analyst Ltd. (RPA) R PA
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Fax: +44(0)1508 520 758
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http://www.rpaltd.co.uk/index.shtml
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Record of Discussion
The First Thai — EU Business Forum: Belgium Chapter
13 September 2007
Brussels, Belgium

The Thai —EU Business Forum was organized for the first time on 13 September 2007
in Brussels, Belgium by the Office of Commercial Affairs of the Royal Thai Embassy
in Brussels in cooperation with the Brussels Chamber of Commerce and Industry and

Brussels Business Federation.

H.E. Mr, Krirk —Krai Jirapaet, Minister of Commerce of Thailand, addressed the
forum with a keynote speech on the new economic strategy of Thailand under
“Thailand ‘Trading Nation, Investor Country’ in the 21* Century”. Mr. Marc Josz,
President of International Commission of Brussels Chamber of Commerce and
Industry and Brussels Business Federation presented a statement to the forum on
“How to improve business relations between Thailand and Europe™.

The list of business representatives and company managers from the Belgian side and
the list of Thai delegates participating in this forum appears in the attachment.

Both sides exchanged views and experiences in a roundtable discussion on how to
facilitate trade, to mitigate barriers/obstacles to bilateral trade, both imports and
exports, and to boost and enhance trade relations between Thailand and Europe to a
maximum extent possible.

Potential sectors/areas of interests for cooperation shared by the two sides include
gem and jewelry, food, automobiles and auto parts, logistics and distribution center,
textiles and clothing, electronic and electrical appliances (especially energy saving
and renewable products). These sectors are not exclusive, and the list may be
expanded to additional sectors/areas of mutual benefits to both sides.

Business Representatives of the Thai side expressed concerns on NTB measures
issued by the EU authorities, e.g. REACH, environmental regulations, and food
safety, and logistics, including surcharges on shipments from Thailand to the EU.
Both sides agreed to cooperate on these matters. Furthermore, the Thai side stressed
the need to increase in-depth technical information exchange and business
cooperation to better prepare Thai business sectors and exporters to cope with the new
regulations relating to consumer safety and environment conservation in Europe.

The Belgian side encouraged more open dialogue and communication between the
two business communities. Other issues raised were issuance of work permits, culture
differences, and trade diversion caused by FTA made with the third country, e.g. the
malt industry was adversely affected from Thailand-Australia FTA.

Both sides agreed that continued discussion in the business forum would be useful

and provide opportunities to better understand and learn about each other’s existing
and future policy directions and government measures related to trade and investment.
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The Forum also addressed challenges and opportunities under the soon-to-be -
negotiated EU-ASEAN FTA and hoped that the negotiation would be concluded in a
timely manner.

The discussion came up with potential issues mentioned above, and all agreed to
prioritize these issues for the next forum. All agreed to meet annually, alternately in
Thailand and in Belgium. The second Thai-EU Business Forum will be held in
Thailand around September next year. '

For Brussels Chamber of Commerce and  For Ministry of Commerce of Thailand
Industry and Brussels Business

Federation
3y /W>
Jean-Philippe Mergen Krisda Piampongsant
Director of International Department European Hub Leader
Ministry of Commerce
For Marc Josz THAILAND

President of International Commission of
Brussels Chamber of Commerce and
Industry and Brussels Business
Federation
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ASEAN - EU FTA
Challenges and Opportunities

7w Y
£l

13 September 2007

Topics

= ASEAN

= ASEAN - EU Trade
= FTA

= Opportunities

= Challenges

+ Populations: 551 Million
+ GDP: 734 Billion Euro
* GDP Growth: 6% (2006)
+ 2006 Global trade:

US$ 1.41 Trillion
* Export: US$ 758 Billion
* Import: US$ 655 Billion
* Intra-ASEAN trade: 25%
» EU trade: 11.43%

EU Trade with ASEAN (Mil.Euro)

.7
©,770
6,105
KL
78,190

ASEAN Trade with EU (Mil.Euro)

|
Yenr ,L i
I !
200 19,015
2008 142
2004 17,75
2005 18,264
2006 4,1%

ASEAN Trade with Partners

The major expart partrers The major trade partnars

Tha majer npert partners

it wasll v
W wall v oma
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o [ e
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s  alars wa ] o - o
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Thailand - EU Business Forum 13
Sentember 2007. Brussels
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ASEAN FTA

= AFTA: ASEAN Free Trade Area
+ 2007 Internal tariff: > 90% is 0-5%
+ Elimination of tariffs
+ Elimination of Non - Tariff Barriers
* ASEAN Harmenization Tariff Nomenclature (AHTN)

ASEAN FTA Partners

» Implemented
s China
» Impiemented 1 Jan 2005
» Korea signed December 2005
» Implemented 1 Jan 2007: Malaysia Singapore

» except Thailand
= AEC ASEAN Economic Community in 2020 iati
+ Single market and single production base " Ur}der negotiation
+ Free flows of goods * Japan
+ Free flows of Capital * India
. i = CER: Australia and New Zealand
= ASEAN 2020: Partnership in Dynamic » Future
Development « EU
T L]
Thailand FTA Partners
- Implemented .. Opportunities
« Australia: 1 Jan 2005
* New Zealand: 1 July 2005 and
+ India: 1 Sept 2004-1Sept 2006 Early Harvest B2 items
= Signed Challenges
= Japan: July 2007
= Under Negotiation Of

+ Peru
+ India
* BIMSTEC
* EFTA

= Suspended
+ Us

ASEAN - EU FTA

Opportunities

» Production base
* Food
Automobile
* Fashion :
» Textiles and Apparels
» Jewelry
= Leather products
» Electronic and electrical appliances
» Logistics
» Services

- Total trade with Thailand 43.8%

 Include AFTA 625% .~ . 12

Thailand - EU Business Forum 13
Seotember 2007. Brussels
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ailand & the Mekong Region

R R,

To&alPup:Iﬂlﬂll.plu F
. {(india and China) ™% oo

GMS Economic_ Corridors

emttt) | Well-Defined Apea Consered
on a Transport Corrider

Services

= Tourism

* Eco-tourism

= Hotels and Restaurants
» Health

* Surgery

« Dental Care

« Senior Citizens Care
= Testing Laboratory

* RoHs

* REACH

« EuP
= Waste Management

Belgium Top companies

= Retail
+ Delhaize Group: Indonesia
» Ets Franz Colruyt

= Apparel / Footwear
«C&A

= Chemicals
» Solvay SA
« Tessenderlo Chemie SA

= Pharmaceuticals
« UCB SA

# Challenges

«Harmonization of Standards
+Harmonization of Rules
+Single window of customs
+ Mutual Recognition Agreement
— Conformity Assessment
- Professionals
«AEC 2020

Thank you

www.moc.go.th

Thailand - EU Business Forum 13
September 2007. Brussels

n2-3



seuatiuguysol Tassns “nswmundaiaualasenis “uwamnadenfivanzaslunisaanzianansadnuszidaudifoaansiail (REACH) dmsutszmelng™

sw%au%ﬁ'ﬂﬁtif'\ﬂiz?gu Thai-REACH Network mja\lqmmﬁn‘smﬁma

AAIWAIMNUNT W

—_

nadlnennna

sulwena

U INER
HUENINGYATANTIN
walamuwen Ing

YaadaLn LanLas(Uszinalng)

Tvsununtaudnlng

© o N o o A wDbd

1AaNgARIMNTIN

10. 1. lssnunangaunw

11. u. v9nan Wy 1na

12. gunaugaamnIsuannibing

2.1 -1



o 3 “ o o “ a a a a a v a o @
NUNRAVURVY I Iﬂix‘iﬂ’ﬁ ﬂ'ﬁWVVN%’]"UBLﬁui’JIﬂNﬂ’W LL‘H;’J‘Y]’NLﬂaﬂ"flLﬂ&l’]:ﬁ“l%ﬂ']ﬁm‘ﬂxLUU%@’WLF}N@]’]NS&L‘UU‘U’J’W\’JU&’]?LF}N (REACH) ﬁ']‘V\ﬂJﬂi:L“flﬂvL‘ﬂU

€U

THAILAND TEXTILE INSTITUTE
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ngyziey REACH fugaawnssu

way UP date amumsal REACH
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szw Thai-REACH Network ngugaamnssudane Juii 30 a.n. 2550 & annfuianngamynssuiane

09.30 — 10.00 .

=
NNSIvgY

10.00 — 12.00 w. agsziley REACH dugaaimnssu uaz
Up date amunisai REACH

12.00 — 13.00 u. svisemuernisnaradu

13.00 — 14.30 ». naaeafiamsifiniesile REACH v
website @osdunmiz 1 4 o113

aoUHNNIQAAIHNTINAING)
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1.uite Up date amumssi REACH iun3ets
Thai-REACH

2. iearanmmdanliifuniess Thai-REACH 1u
isesveyaves REACH

o (%) 4‘ A M
3. imanaidnuazaninsaliniesieuu Website ves

REACH 'a

. sz Thai-REACH Network ndugadmnssudane Suit 30 a.a. 2550 o aaufuianngadmnsiudame 3

27 a.n. 2001 : anmnglsd Tddannagns dmSuwlenedumnsindl
(EU White paper)

29 a.a. 2003 : Neszeundemsnil (REACH)

-..:‘i\m%

17 e, 2005 : 1hgmsfimsanasai (15t reading) wes
AnznssIBMIara g5y

13 5.0, 2005 : FIUMTHDITANATIN 1
13 5.0 2006 : FIUMTHIITANATIN 2

18 5.0. 2006 : Uszmawamsriungsziien REACH edaily

mams ® Regulation (EC) No
1907/2006
o1 #i.e. 2007 : REACH fimaiisauly

'Iz
!"
b 4=
N
®

sz Thai-REACH Network nqugadmnssudane Suit 30 a.a. 2550 o aaufuianngadmnsiudame 4
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2.2 -2



o e “ o o “ a a a a a v a o @
NUNRAVURVY I Iﬂiﬂﬂ’]i miW@ummaLauaIﬂsoms LL‘H;’JY]’NLQElﬂ“flL'ﬁ&ﬂ:ﬁﬂluﬂ’]ﬁ]@lﬂnﬂUumiLﬂNﬂ”}NitLUUU’n@l’JElﬁ’]il,ﬂ&l (REACH) mmuﬂszmﬂ"lmu

@‘THTI

THAILAND TEXTILE INSTITUTE
amduEneAmnssudung
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o
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Mevesnvmsiniiveanguiszrinnglsy
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etlesiumsuanuanvesnaiameluaraingl sy

A A v o v =
maninanMsdalumsinauedoyavesansni

d‘ Y a \ = 1
mplHIRAYsaNMsvaInNNTINNDIZHINZINA

& Yo d a =
eaamsl¥aninaaedlumsnaaeuiyvesasial

No ook

& 4 awva a v d
!Wi‘)ﬁl‘ﬁﬂ1§$ﬂ1§ﬂ§_]ﬂﬂﬁ13»lﬂﬂﬂ1ﬁ1ﬂﬁslli’)~1ﬁ°r‘iﬂ1wq15ﬂﬁﬂﬂﬂaﬂﬂﬂ§]mmm

vasasansmsmian (WTO)

nHMEHAN

e Council Directive 67/548 EEC

Nehesesmssmunlszananuiluduasies Mmyuzussy vazaandmivas
oUNTIE

e Council Directive 76/769 EEC

- & o | Y [ A J
7nmﬂmnmﬁ]mmmmzmﬂmmiﬂummnmzmunmm

e Council Directive 88/379 EEC

Neeseamsmunlszananuniuduasie Mruzussy tezaandmsy
(v} do
PN UNOUATE

e Council Directive 93/793 EEC

) a a Ao ]
Ndseamsdszfivmazmsmuguanudesvesnsiididminglunmaves
avmwglsUnewdeunuenen 2524
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Registration, Evaluation, Authorization and Restriction of
Chemical (REACH)
o mseanzidevansindl (Registration)

— mswdifinda / v luannmglsdawa 1 6wl Gulezdewdsen
- 4 a1 2 A g
nziflsuas Fansmiimaril ewezegluzilmnded nSedluesdlsznevluy

d &£ o

A v J A o 13 a [
i visedvuesndsznevlunandaa damhruaszaznalumsan
nzeumuydSunavesasiadl

* msiUszidiv (Evaluation)
13 o a
— eanmsnasazihimsdszidiu
24 a
* renmsfiguaanzibau
* mandl 1Y deyadunsiy / Yeyamssududa / Ysinanimiin

= '3 v J Y Y
* 28 NN, YOI BIANINANVZABINUNISNBNUANNNINT UM
dszdiuluseutliichuin madlsdvesesdnsnals

mseyanalvmsnil (Authorization)
- m'smﬁﬁgn‘iquumnwmn XIV azihumaniiiaman shwdwazémihe snchildueyana wie
gahidauiszyls
= msmiflumanion XIV flumsiigaidendh substance of very high concern
(SVHC) #d1dun
o msnenzisalszan 1 w3e 2 (Carcinogenic)
e msnemsnaeving (Mutagenic)
o auiifufiseszuuduiugiszan 1 wie 2 (ToXic to Reproductive)
o mumilandeennu azaldludaiiiin (persistent, bioaccumulative and
toxic, PBTSs)
o mumilandeemmanniaz azald@mnaludaiiiia (very persistent and very
bioaccumulative, vPvBs)

— mswillumanuan X1V azgnisnsaulumanuanmeludui 1 fie. 2009

o msnfamanil (Restriction)

y oo 1 A qy v 9y & ~ o o N ¢
—  WuNan vy ﬂiﬂ1ﬂﬁ]5!ﬂmuﬂ1ﬂwu3ﬂ XV” ﬂﬂl3u1ﬁlwﬂi1u)ﬂﬂllﬁ$‘wﬂlu1VI'N'JVIEI'IH1ﬂﬂ5

—  deslimswenwsiiginevomsmeluiui 1 f.e. 2009
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o manilumamn 1V
° mimfﬂumﬂwmn V

— Non-isolated intermediates

— Substances covered by Annex llI

— Radioactive substances

— Degradants from environmental factors

— Chemical degradants

— Products resulting from use

— Products resulting from reactions with additives

— By-products

— Hydrates, providing the anhydrous form is registered

— Non-dangerous natural substances

— Natural gas, crude oil and coal

— Substances used exclusively in applications covered by the

Plant Protection Products
— Directive or the Biocidal Products Directive are also exempt.
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wanefeEsedna
@mauﬁ‘ﬁLifni'\alﬁa‘lﬁifawﬁaﬁa@iavlﬂﬁ
(@) diuamaiineglunzbowarsiafiisomsiwluiogiuuvoyls
(European Inventory of Existing Commercial
Chemical Substances; EINECS)
(b) diwarsadndnisnaalulszran wislwlsamandhiaaninanan
alsyl Waiufi 1 annaa a.6. 1995 niatiiaiui 1 ngsnea @.6. 2004 ua
flaweansmiralasdndaniadindnlugae 15 1 Aaufisudguiiesiing

a

v o 9 = v A Yo v 9~ Y Ao Y
‘]J\‘]ﬂil‘l"ﬁ I‘ﬂﬂﬂgﬂaﬂ“iﬂg%’]l"ﬂ'“ﬂaﬂ&llﬂna"ls“ang'\%ﬂ%ﬂ%ﬂs:naﬂﬂ']ﬂ

<, { o o {
(C) dluanaiindnianigindnsmiialulszzanan wisluwlsznafizn

' ]
o A

sasnduanamglsdiliaTuil 1 ansaa a.6. 1995 w3alliaTni 1 wasnas
] .

A.6. 2004 nannszidsuatividnatioauly Tinaldeaudslinnuassausn

22931A31 8(1) Va9 Directive 67/548/EEC wa laitinuitanuzasnadiaas

v w
o

= o & Y A A Vo ¥ ¥ A 9 P
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European Inventory of Existing Chemical Substances
(EINECS)

— amadiidnsiwnadawioinsudalumentsérluanamglsldoud
Suft 1 3.0, 1971 B9 18 n.o. 1981 Befimwmsasiadinean 100,204 3
— suuuuzas EINECS fwiaz 7 nan : 2XX-XXX-X %58 3XX-XXX-X
3l 200-001-8
European List of Notified Chemical Substances
(ELINCS)
— smadlna (New substance) dfinsiunadowunuszuy
EINECS dsi3acoud 19 n.o. 1981 uduan nasiva ELINCS i
npiisduiiezdasszyunaanduduazussyiomiuasdudidng

— suuvwzas ELINCS dlwiaz 7 nan : 4XX-XXX-X 3l 400-010-9

12

msszqu Thai-REACH Network nqugaamnssuiane Suii 30 qaiaw 2550 anniusismngaavnisudane

2.2 -6



”n

o 3 “ o o “ a a a a a v a o @
NUNRAVURVY I Iﬂix‘iﬂ’]‘i miwvum’ual,auaiﬂsomi LL‘I«I:T/]'NLﬂElﬂ'VIL‘ﬂ&l’]:ﬁﬂdluﬂ'ﬁﬁm‘ﬂzLLIf;l‘l«l:ﬁ"lﬂﬂ&](ﬂ’miu‘uUU’J’]@]’JUE’]SLQ&I (REACH) mmuﬂs:mﬂ"lmu

[@‘THTI

THAILAND TEXTILE INSTITUTE
amduEneAmnssudung

nedayAnasIsNMHseHAYAAa

neasluilszmnnamaziludndnmisiniinelulszanan

&

?illnli]\ﬁjﬂﬂﬁﬁiiﬂﬁiﬂuﬂﬂﬂﬂﬁﬂﬂﬂﬂxﬂu

) e
%

g

dszman vazdudSvAaveusemsininauannlulszyan

HNEDIYANATIINA
A aa A1 o = 19 a A Yo Y 1
naeHnynnafinendlulszmian Falilvdnannsediind uaiduynna
9 ¥ an oy A qau A
Mdasniilinlugdamswseluniisum Tugamvnssunselums

Usznevdniin gansvhenazguilnalailydlilarei ualioeing

ndunlulszrnumudesndulumnas 27(C) Whidlilae
1

oe

QR2HO. .00

=< d v = v
NN Bﬂﬂﬂ§ﬂ1iﬂﬂﬂ1§ﬁ1§!ﬂuuﬁﬂ

ﬁﬂﬂ'lw{liill ma%ﬂmmm“wﬂuﬂ‘uuu
,’m 1szqu Thai- REACH Network nqugaamnssuiane $uii 30 a.n. 2550 @ aohustagaamnsuiame 13
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article 57 mamiifiozgnsameglumaruan XIV

* msnenzialszan 1 wie 2 (Carcinogenic) mw
Directive 67/548/EEC

» msnemsnanesiug (Mutagenic) aw Directive
67/548/EEC

o asiiflufivdeszuuduitugilszion 1 e 2 (TOXIC tO

Reproductive) Directive 67/548/EEC

Aaa

o mamiiandennn azaldludditia vaxivie (persistent,
bioaccumulative and toxic, PBTS) anunamives
mawwan X

Ada

o muaianmeunne: avasldninnluddidia (Very

persistent and very bioaccumulative,
VPVBS) mumnamiveamann Xl

sz Thai-REACH Network ndugadmnssudane Suit 30 a.a. 2550 o aaufuianngadmnsiudame 15

1 June 2007: REACH entry into force
1 June 2008: Pre-registration

1 December 2008: Deadline for all companies intending to
register a substance to notify their intention to the EU chemicals
Agency (pre-registration)

1 December 2010: Registration deadline for
manufacturers/importers supplying a substance above 1,000
tonnes per year, or a CMR cat.1 or 2 substance above 1 tonne per
year, or an R50-53 substance above 100 tonnes per year

«1 June 2013: Registration deadline for manufacturers/importers
supplying a substance above 100 tonnes per year

1 June 2018: Registration deadline for manufacturers/importers
supplying a substance above 1 tonne per year

,_E"‘”:! /5 ,’ﬁ Wszqm Thai-REACH Network ndugammnssudsne 5ufi 30 a.n. 2550 u aaniuiamngaamnssudang 16
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N ity
-q.i =
ek

oy
r’

2007

1June
REACH enters into
Force

New legal
responsibilities for the
provision of supply
chain information,
including safety data
sheets, begin from
this date.

Other legal
responsibilities are
deferred until later
deadlines (see the
rest of this table

2008

1June
Pre-Registration

begins

Substance Information
Exchange Fora (SIEF)
begin

Registration begins

Downstream User
Obligations begin

Communication of
Substances in Articles

begins

Evaluations

2009

1 June
Restrictions begin

30 November

First Downstream User
Communication
Deadline for phase-in
substances

2010+

1 June 2010
Classification and
Labelling Inventory
begins

30 November 2010
First Registration
Deadline for phase-in
substances

1June 2011
Notification of
Substances in Articles
begins

1June 2015
Second Registration
Deadline for phase-in
substances

1June 2018

Third and final
Registration Deadline
for phase-in substances
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ARTICLES flowchart 1
My company produces or imports articles

T sarien of questions mist b assed in sUCCossion

strisations”, and ot
The very lsast, the
v e th SVHC
mubmtances pressnt
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ARTICLES Flowchart 2
Downstream communication
as a "supplier of articles"
{producer, importer, entity placing on the market)

ikt To) prosen b o ik
candidate list) prese
concentraion

ala
> 0.1 % weight by weight 7
O 5 Mere an A XV

NO

—
Prosdce all avallable information to allow the atide [ 1
o b umed incomplete sataty and inchuding, al least, the | Imu::‘:f:i’g'::g:.xu?m
rame of the “canchdate I8 / SVHC substance(s) L r,
i the anticke: o o —
- to the user of the article: art. 33.1
- to subsaquent downstream users, if they ask
(nformration 1o be suppled free of charge within 45 days
of recelpl of the request): ail. 332
Seenota B
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¢ “REACH Interpretation guidelines” June 2007.

e http://ecb.jrc.it/reach/

http://www.reachready.co.uk/
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$18 AU ENN LHALSN1S Only Representative WazUSN15LNE9NU REACH

A15199 2 NeTaUSENNALST Only Representative wazLSMILALINL REACH

2
a %

Aa1AU UTEN NAIRIUNY

1 Alchemy Compliance Tel : +44 (0) 115 878 1489
Website : www.alchemycompliance.com

e-mail : info@alchemycompliance.com

2 Alemare Solutions Limited 5 London End, Irchester, Northants UK
Website : www.alemare-solutions.com

e-mail: info@alemare-solutions.com

3 B-Lands Consulting World Trade Center, 5 Place Robert Schuman, BP1510, Grenoble,
France

Tel : +33 476 230 627 Fax : +33 476 282 953

Website : www.reach-compliance.eu

e-mail : industry@reach-compliance.eu

4 BMT Group Limited Goodrich House

1 Waldegrave Road, Teddingtod, TW11 8LZ

Tel : +44 (0) 20 8943 5544 Fax : +44 (0) 20 8977 9304
Website : www.BMT.org

e-mail : REACH@BMTmail.com

5 Caleb Management Services The Old Dairy, Woodend Farm, Cromhall, Wotton Under Edge,
Limited Gloucestershire, GL12 8AA, United Kingdom
Tel : +44 (0) 11454 269330 Fax : +44(0) 1454 269197

Website : www.calebgroup.net

e-mail : reach@calebgroup.net

6 Ciba® Ciba Spezialitatenchemie AG
P.O. Box, CH-4002 Basel, SWITZERLAND

Location
Klybeck:Klybeckstr.141, Rosental:Schwarzwaldallee 215
Tel: +41-61-636 11 11 Fax:+41-61-636 12 12

Asia Pacific Expert Services
Ciba Specialty Chemicals (S) Pte Ltd
Tel : +65 6890 6393 Fax : +65 5890 6103

Website : www.cibasc.com
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e-mail : ineke.gubbels@ciba.com, caroline.li@cibasc.com

Experien Health Sciences

North America

Houston Regional Office

Experien Health Sciences, Inc.

6322 Water Point Court, Kingwood, TX 77346
Tel : 281 812 6667

Cincinnati Regional Office

Experien Health Sciences, Inc.

9146 Pampas Court, Covington, KY 41015
Tel : 859 363 8577

Philadelphia Regional Office
Experien Health Sciences, Inc.

492 Howellville Road, Suite 100

Europe

European Regional Office

Eperien Health Sciences (Europe) Ltd

P.O. Box 6839, Bridport, Dorset DT6 9BJ, United Kingdom
Tel : (+44) 0138 898625

Website : www.experienhealthsciences.com

Gradient Corporation

20 University Road, Cambridge, MA 02138-5756
Tel : (617) 395 5000 Fax: (617) 395 5001

Plaza 600 Building, Suite 803, 600 Stewart Street, Seattle, WA
98101-1230

Tel : (206) 267 2920 Fax : (206) 267 2921

Website : www.gradientcorp.com

e-mail : info@gradientcorp.com

H2 Compliance

39 Grangebrook Avenue, Rathfarnham, Dublin, Ireland
Dubin Office : +353 1 495 3889  Cork Office : +353 21 461 2000

Website : www.h2compliance.com
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e-mail : info@h2compliance.com

10

Intertek

Asia Pacific

2/F, Garment Centre, 576 Castle Peak Road, Kowloon, Hong Kong
Tel : +852 2173 8888 Fax : +852 2786 1903

Americas

2107 Swift Drive, Suite 200, Oak Brook, IL 60523, USA

Tel : +1 630 623 6070 Fax : +1 630 623 6074

Europe

PO Box 1103, Torshamnsgatan 43, KISTA, Sweden SE-16422

Tel : + 46 8 750 0000 Fax : +46 8 750 6030

91 Rue Du General De Gaulle, 27100 Le Vaudreuil, France.
Tel : +33232093636 Fax:+3323209 36 37
Website : www.intertek.com

e-mail : REACH@intertek.com

1"

Intertek Ageus Solutions

Intertek Ageus Solutions - Headquarters

505 March Road, Suite 100, Kanata, Ontario, Canada, K2K 3A4
Tel : 613-599-4321 Fax : 613-599-6626

Website : www.ageussolutions.com

e-mail : info@ageussolutions.com

12

Keller and Heckman LLP

Washington Center

1001 G Street, N.W., Washington, DC 20001
Tel : 202-434-4100 Fax : 202-434-4646
Website : www.khlaw.com

e-mail : info_washington@khlaw.com

13

Lisam Services - Telegis

Lisam Services — Telegis

6 Rue Des Boucheries, Noyon, France 60400

Tel : +33 344 44 2500 Fax :+33 344441999
Website : www.lisam.com

e-mail : info@lisam.com

14

Mayer Brown Rowe & Maw LLP

Avenue des Arts 52, BE-1000 Brussels
Tel: +32 (0) 2 551 5961 Fax: +32 (0) 2 551 5421

Website : www.mayerbrownrowe.com/brussels




e uatiuanysa] Tasans “nsimundeiaualasanis “wuamadenfivunzanlunisaanzidavansednusadaudnfosansiail (REACH) dusutlszmelng™

UTHN

NAIRIUNU

e-mail : JPMontfort@mayerbrownrowe.com

15

Protection Through Knowledge

Limited (PTK)

Wearside, Roe Downs Road, Medstead, Hampshire GU34 5L.G,
United Kingdom

Tel : +44(0)1420 560653 GSM : +44(0)7815 122390

Fax : +44(0)1420 560653

Website : www.ptkltd.com

e-mail : andrew.fasey@ptkltd.com

16

REACH ChemAdvice GmbH

LiebigstraAYe 33, 60323 Frankfurt am Main
Tel : +49 69 716733-0 Fax : +49 69 716733 33
Website : www.reach-chemadvice.com

e-mail : info@reach-chemadvice.com

17

REACH Ready Ltd.

Kings Buildings, Smith Square, London, SW1P 3JJ
Tel : +44 (0)20 7901 1444
Website : www.reachready.co.uk

e-mail : enquiries@reachready.co.uk

18

Rivendell International

Rivendell Consulting Ltd.

Rivendell House, Stamullen, Co. Meath, Ireland.
Tel : +353-1-8415295 Fax : +353-1-8414768
Website : www.rivendell.ie

e-mail : admin@rivendell.ie

19

SafePharm Laboratories Ltd.

Shardlow Business Park, London Road, Shardlow, Derbyshire,
DE72 2GD

Tel : +44 (0)1332 799018 Fax : +44 (0)1332 799018
Website : www.safepharmlabs.com

e-mail : marketing@safePharm.com.uk

20

Sciences International Inc.

King Street Station, 1800 Diagonal Road, Suite 500,
Alexandria, VA 22314

Tel : 703-684-0123 Fax : 703-684-2223
Website : www.sciences.com

e-mail : contact@sciences.com, hgibb@sciences.com

21

Steptoe & Johnson LLP

1330 Connecticut Avenue, NW, Washington, DC 20036
Tel : 202 429 3000 Fax : 202 429 3902

Avenue Louise 240, Box 5, B-1050 Brussels, Belgium
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(@117 L3N8y REACH)
Tel : +32 2 626 0500 Fax:+32 2626 0510
Website : www.steptoe.com

e-mail : information@steptoe.com

22 The Acta Group EU, Ltd The Heath Business and Technical Park, Runcorn, Cheshire WA7
4QX, United Kingdom
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COMMISSION REGULATION (EC) No 340/2008
of 16 April 2008
on the fees and charges payable to the European Chemicals Agency pursuant to Regulation (EC) No
1907/2006 of the European Parliament and of the Council on the Registration, Evaluation,
Authorisation and Restriction of Chemicals (REACH)
(Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES, (5)  Requests made in accordance with Article 10(a)(xi) of

Having regard to the Treaty establishing the European
Community,

Having regard to Regulation (EC) No 1907/2006 of the
European Parliament and of the Council of 18 December
2006 concerning the Registration, Evaluation, Authorisation
and Restriction of Chemicals (REACH), establishing a
European Chemicals Agency, amending Directive 1999/45/EC
and repealing Council Regulation (EEC) No 793/93 and
Commission Regulation (EC) No 1488/94 as well as Council
Directive 76/769/EEC and Commission Directives 91/155/EEC,
93/67[EEC, 93/105/EC and 2000/21/EC ('), and in particular
Article 74(1) and Article 132 thereof,

Whereas:

(1)  The structure and amounts of the fees and charges
collected by the European Chemicals Agency, hereinafter
the ‘Agency’, as well as the rules for payment should be
established.

(2)  The structure and amount of the fees should take
account of the work required by Regulation (EC) No
1907/2006 to be carried out by the Agency and the
competent authorities and should be fixed at such a
level as to ensure that the revenue derived from them
when combined with other sources of the Agency’s
revenue pursuant to Article 96(1) of Regulation (EC)
No 1907/2006 is sufficient to cover the cost of the
services delivered. The fees for registration should also
take into account the work that may be done pursuant
to Title VI of Regulation (EC) No 1907/2006.

(3) A fee should be set for the registration of substances
which should depend on the tonnage range of those
substances. However, no fee should be levied for regis-
trations covered by Article 74(2) of Regulation (EC) No
1907/2006.

(4)  Specific fees should be levied in the case of registrations
of isolated intermediates submitted under Article 17(2),
Article 18(2) or (3) or Article 19 of Regulation (EC) No
1907/2006.

(") OJ L 396, 30.12.2006, p. 1, as corrected by O] L 136, 29.5.2007,
p. 3. Regulation as amended by Council Regulation (EC) No
1354/2007 (O] L 304, 22.11.2007, p. 1).

Regulation (EC) No 1907/2006 should also give rise to
the payment of a fee.

(6) A fee should be levied for updates to the registration. In
particular, a fee should be paid for updates of the
tonnage range, for changes in the identity of the
registrant involving a change in legal personality, and
for certain changes in the status of the information
contained in the registration.

(7) A fee should be levied for the notification of information
concerning product and process oriented research and
development (PPORD) in accordance with Article 9 of
Regulation (EC) No 1907/2006. A charge should be
levied also for any request for an extension of a
PPORD exemption.

(8) A fee should be levied for the submission of an appli-
cation for an authorisation. The fee should consist of a
base fee that should cover one substance, one use, and
one applicant, and additional fees for any additional
substance, use, or applicant covered by the application.
A charge should also be levied for the submission of a
review report.

(9 Reduced fees and charges should apply in the case of
certain joint submissions. Reduced fees and charges
should also apply to micro, small and medium-sized
enterprises (SMEs) within the meaning of Commission
Recommendation  2003/361/EC of 6 May 2003
concerning the definition of micro, small and medium-
sized enterprises (?).

(10) In case of an only representative, the assessment of
whether the reduction for SMEs applies should be done
by reference to the headcount, turnover and balance
sheet information of the non-Community manufacturer,
formulator of a preparation, or producer of an article
that is represented by that only representative in
connection with that transaction, including relevant
information from linked and partner companies of the
non-Community — manufacturer, formulator of a
preparation, or producer of an article, in accordance
with Recommendation 2003/361/EC.

() OJ L 124, 20.5.2003, p. 36.
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(11)

(14)

(16)

Reductions provided for in this Regulation should apply
on the basis of a declaration of the entity that claims to
be entitled to the reduction. The submission of false
information should be discouraged by the imposition
of an administrative charge by the Agency and a
dissuasive fine by the Member States, if appropriate.

A fee should be levied for any appeal lodged in
accordance with Article 92 of Regulation (EC) No
1907/2006. The amount of the fee should take into
account the complexity of the work involved.

Fees and charges should be levied in euro only.

A proportion of the fees and charges collected by the
Agency should be transferred to the competent authori-
ties of the Member States to compensate them for the
work of the rapporteurs of the committees of the Agency
and, as appropriate, for other tasks provided for in Regu-
lation (EC) No 1907/2006. The maximum proportion of
the fees and charges to be transferred to the competent
authorities of the Member States should be determined
by the Management Board of the Agency following a
favourable opinion from the Commission.

In fixing the amounts to be transferred to the competent
authorities of the Member States and in fixing any
necessary remuneration in respect of any other agreed
work done for the Agency, the Management Board of
the Agency should observe the principle of sound
financial management as defined in Article 27 of
Council Regulation (EC, Euratom) No 1605/2002 of
25 June 2002 on the Financial Regulation applicable to
the general budget of the European Communities (1). It
should also ensure that the Agency continues to have
available sufficient financial resources to undertake its
tasks, having regard to existing and pluriannual
estimated budgetary appropriations and it should take
into account the workload involved for the competent
authorities of the Member States.

Deadlines for the payment of fees and charges levied
under this Regulation should be fixed taking due
account of the deadlines of the procedures provided for
in Regulation (EC) No 1907/2006. In particular, the first
deadline for payment of the fee in connection with the
submission of a registration dossier or the submission of
an update should be fixed taking into account the
deadlines during which the Agency must perform the
completeness check. Likewise, the first deadline for
payment of fees in connection with notifications for an
exemption from the obligation to register for product
and process orientated research and development

(') OJ L 248, 16.9.2002, p. 1. Regulation as last amended by Regu-
lation (EC) No 1525/2007 (OJ L 343, 27.12.2007, p. 9).

should be fixed taking into account the deadline
provided for in Article 9(5) of Regulation (EC) No
1907/2006. However, a second reasonable deadline
should be set by the Agency for payments that are not
made before expiry of the first deadline.

(17) Fees and charges provided for under this Regulation

should be adapted to take account of inflation and for
that purpose the European Index of Consumer Prices
published by Eurostat pursuant to Council Regulation
(EC) No 2494/95 of 23 October 1995 concerning
harmonised indices of consumer prices (3 should be
used.

(18)  The measures provided for in this Regulation are in

accordance with the opinion of the Committee estab-
lished under Article 133 of Regulation (EC) No
1907/2006,

HAS ADOPTED THIS REGULATION:

CHAPTER 1
SUBJECT MATTER AND DEFINITIONS
Article 1

Subject matter

This Regulation lays down the amounts, and rules for payment,
of the fees and charges levied by the European Chemicals
Agency, hereinafter the ‘Agency’, as provided for in Regulation
(EC) No 1907/2006.

Article 2

Definitions

For the purposes of this Regulation:

. ‘SME' means a micro, small or medium-sized enterprise

within the meaning of Recommendation 2003/361/EC;

. ‘medium enterprise’ means a medium-sized enterprise within

the meaning of Recommendation 2003/361/EC;

. ‘small enterprise’ means a small enterprise within the

meaning of Recommendation 2003/361/EC;

. ‘micro enterprise’ means a micro enterprise within the

meaning of Recommendation 2003/361/EC.

OJ L 257, 27.10.1995, p. 1. Regulation as amended by Regulation

(EC) No 1882/2003 of the European Parliament and of the Council
(O] L 284, 31.10.2003, p. 1).
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CHAPTER 1T
FEES AND CHARGES
Article 3

Fees for registrations submitted under Articles 6, 7 or 11
of Regulation (EC) No 1907/2006

1. The Agency shall levy a fee, as provided for in paragraphs
2, 3 and 4 of this Article, for any registration of a substance
under Article 6, 7 or 11 of Regulation (EC) No 1907/2006.

However, no fee shall be levied for the registration of a
substance in a quantity of between 1 and 10 tonnes where
the submission of the registration contains all the information
required in Annex VII to Regulation (EC) No 1907/2006, as
provided for in Article 74(2) of that Regulation.

2. Where the submission for registration of a substance in
the range of 1 to 10 tonnes does not contain all the infor-
mation required in Annex VII to Regulation (EC) No
1907/2006, the Agency shall levy a fee, as set out in Annex
I to this Regulation.

The Agency shall levy a fee for any registration of a substance
in a quantity of 10 tonnes or more, as set out in Annex L

3. In the case of a joint submission the Agency shall levy a
reduced fee on each registrant, as set out in Annex L

However, if a registrant submits separately part of the relevant
information referred to in Article 10(a)(iv), (vi), (vii) and (ix) of
Regulation (EC) No 1907/2006, the Agency shall levy a fee for
an individual submission on that registrant, as set out in Annex
I to this Regulation.

4. Where the registrant is an SME, the Agency shall levy a
reduced fee, as set out in Table 2 of Annex L.

5. Fees due under paragraphs 1 to 4 shall be paid within 14
calendar days from the date on which the invoice is notified to
the registrant by the Agency.

However, invoices linked to a registration of a pre-registered
substance that is submitted to the Agency during the two
months that precede the relevant registration deadline of
Article 23 of Regulation (EC) No 1907/2006 shall be paid
within 30 days from the date on which the invoice is notified
to the registrant by the Agency.

6. Where the payment is not made before expiry of the
deadline provided for in paragraph 5, the Agency shall set a
second deadline for the payment. Where the payment is not

made before expiry of the second deadline, the registration shall
be rejected.

7. Where the registration has been rejected due to the failure
of the registrant to submit missing information or due to his
failure to pay the fee before expiry of the deadlines, the fees
paid in relation to that registration shall not be refunded or
otherwise credited to the registrant.

Article 4

Fees for registrations submitted under Article 17(2),
Article 18(2) or (3) or Article 19 of Regulation (EC) No
1907/2006

1. The Agency shall levy a fee, as provided for in paragraphs
2, 3 and 4 of this Article, for any registration of an on-site or
transported  isolated intermediate under Article 17(2),
Article 18(2) or (3) or Article 19 of Regulation (EC) No
1907/2006.

However, no fee shall be levied for the registration of an on-site
or transported isolated intermediate in a quantity of between 1
and 10 tonnes where the submission of the registration
contains all the information required in Annex VII to Regu-
lation (EC) No 1907/2006 as provided for in Article 74(2) of
that Regulation.

The fees under this Article shall only apply to registrations of
on-site or transported isolated intermediates submitted under
Article 17(2), Article 18(2) or (3) or Article 19 of Regulation
(EC) No 1907/2006. In the case of registrations of intermediate
substances that require the information specified in Article 10
of Regulation (EC) No 1907/2006, the fees set out in Article 3
of this Regulation shall apply.

2. Where the submission for registration of an on-site or
transported isolated intermediate in the range of 1 to 10
tonnes does not contain all the information required in
Annex VII to Regulation (EC) No 1907/2006, the Agency
shall levy a fee, as set out in Annex II to this Regulation.

The Agency shall levy a fee for any registration of an on-site or
transported isolated intermediate in a quantity of 10 tonnes or
more, as set out in Annex I

3. In the case of a joint submission the Agency shall levy a
reduced fee on each registrant, as set out in Annex IL

However, if a registrant submits separately part of the relevant
information referred to in Article 17(2)(c) and (d), or
Article 18(2)(c) and (d) of Regulation (EC) No 1907/2006, the
Agency shall levy a fee for an individual submission on that
registrant, as set out in Annex II to this Regulation.
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4. Where the registrant is an SME, the Agency shall levy a
reduced fee, as set out in Table 2 of Annex IL

5. Fees due under paragraphs 1 to 4 shall be paid within 14
calendar days from the date on which the invoice is notified to
the registrant by the Agency.

However, invoices linked to a registration of a pre-registered
substance that is submitted to the Agency during the two
months that precede the relevant registration deadline of
Article 23 of Regulation (EC) No 1907/2006 shall be paid
within 30 days from the date on which the invoice is notified
to the registrant by the Agency.

6.  Where the payment is not made before the expiry of the
deadline provided for in paragraph 5, the Agency shall set a
second deadline for the payment. Where the payment is not
made before the expiry of the second deadline, the registration
shall be rejected.

7. Where the registration has been rejected due to the failure
of the registrant to submit missing information or due to his
failure to pay the fee before expiry of the deadlines, the fees
paid in relation to that registration shall not be refunded or
otherwise credited to the registrant.

Article 5

Fees for updates of a registration under Article 22 of
Regulation (EC) No 1907/2006

1. The Agency shall levy a fee, as provided for in paragraphs
2, 3 and 4 of this Article, for updates of a registration under
Article 22 of Regulation (EC) No 1907/2006.

However, the Agency shall not levy a fee for the following
updates of a registration:

(a) a change from a higher to a lower tonnage range;

(b) a change from a lower to a higher tonnage range if the
registrant has previously paid the fee for that higher tonnage
range;

(c) a change in the status of the registrant or his identity,
provided that it does not involve a change in legal
personality;

(d) a change in the composition of the substance;

(e) information on new uses including uses advised against;

(f) information on new risks of the substance;

() a change in the classification and labelling of the substance;

(h) a change in the chemical safety report;

(i) a change in the guidance on safe use;

() a notification that a test listed in Annex IX or X to Regu-
lation (EC) No 1907/2006 must be developed;

(k) a request for previously confidential information to be
accessible.

2. The Agency shall levy a fee for updates of the tonnage
range, as set out in Tables 1 and 2 of Annex IIL

For other updates, the Agency shall levy a fee, as set out in
Tables 3 and 4 of Annex IIL

3. In the case of an update to a joint submission the Agency
shall levy a reduced fee on each registrant submitting the
update, as set out in Annex IIL

However, if part of the relevant information referred to in
Article 10(a)(iv), (vi), (vii) and (ix), Article 17(2)(c) and (d), or
Article 18(2)(c) and (d) of Regulation (EC) No 1907/2006 is
submitted separately, the Agency shall levy a fee for an indi-
vidual submission, as set out in Annex III to this Regulation.

4. Where the registrant is an SME, the Agency shall levy a
reduced fee, as set out in Annex IIL.

However, in cases of updates involving a change in the identity
of the registrant, the SME reduction shall apply only if the new
entity is an SME.

5. Fees due under paragraphs 1 to 4 shall be paid within 14
calendar days from the date on which the invoice is notified to
the registrant by the Agency.

6. Where the payment is not made before expiry of the
deadline provided for in paragraph 5, the Agency shall set a
second deadline for the payment.

Where the payment is not made before expiry of the second
deadline, in the case of updates of the tonnage range submitted
in accordance with Article 22(1)(c) of Regulation (EC) No
1907/2006, the update shall be rejected.
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Where the payment is not made before expiry of the second
deadline, in the case of other updates, the update shall be
rejected after the Agency has given formal warning to the
registrant.

7. Where the update has been rejected due to the failure of
the registrant to submit missing information or due to his
failure to pay the fee before expiry of the deadlines, the fees
paid in relation to that update shall not be refunded or
otherwise credited to the registrant.

Article 6

Fees for requests under Article 10(a)(xi) of Regulation (EC)
No 1907/2006

1. The Agency shall levy a fee, as provided for in paragraphs
2, 3 and 4 of this Article, for any request under Article 10(a)(xi)
of Regulation (EC) No 1907/2006.

2. The Agency shall levy a fee per item for which a request is
made, as set out in Annex IV.

In the case of a request concerning study summaries or robust
study summaries, the Agency shall levy a fee for each study
summary or robust study summary for which the request is
made.

3. In the case of a request that refers to a joint submission,
the Agency shall levy a reduced fee on each registrant, as set out
in Annex IV.

4. Where the request is made by an SME, the Agency shall
levy a reduced fee, as set out in Table 2 of Annex IV.

5. The date on which the fee levied for a request is received
by the Agency shall be considered to be the date of receipt of
the request.

Article 7

Fees and charges for notifications under Article 9 of
Regulation (EC) No 1907/2006

1. The Agency shall levy a fee, as set out in Table 1 of
Annex V to this Regulation, for any notification for an
exemption from the general obligation to register for product
and process orientated research and development, hereinafter
‘PPORD’, under Article 9 of Regulation (EC) No 1907/2006.

Where the notification is made by an SME, the Agency shall
levy a reduced fee as set out in Table 1 of Annex V.

2. The Agency shall levy a charge, as set out in Table 2 of
Annex V to this Regulation, for any request to extend an

exemption from the general obligation to register for PPORD
under Article 9 of Regulation (EC) No 1907/2006.

Where the request is made by an SME, the Agency shall levy a
reduced charge as set out in Table 2 of Annex V.

3. Fees due under paragraph 1 shall be paid within seven
calendar days from the date on which the invoice is notified by
the Agency to the manufacturer, importer, or producer of
articles making the notification.

Charges due under paragraph 2 shall be paid within 30 calendar
days from the date on which the invoice is notified by the
Agency to the manufacturer, importer, or producer of articles
requesting an extension.

4. Where the payment is not made before expiry of the
deadline provided for in paragraph 3, the Agency shall set a
second deadline for the payment.

Where the payment is not made before expiry of the second
deadline, the notification or the request for an extension shall
be rejected.

5. Where a notification or the request for an extension has
been rejected due to the failure of the registrant to submit
missing information or due to his failure to pay the fee or
charges before expiry of the deadlines, the fees or charges
paid in relation to that notification or that request for an
extension shall not be refunded or otherwise credited to the
person making the notification or the request.

Article 8

Fees for applications under Article 62 of Regulation (EC)
No 1907/2006

1. The Agency shall levy a fee, as provided for in paragraphs
2 and 3 of this Article, for any application for an authorisation
of a substance under Article 62 of Regulation (EC) No
1907/2006.

2. The Agency shall levy a base fee for any application for an
authorisation of a substance, as set out in Annex VI The base
fee shall cover the application for an authorisation for one
substance, one use, and one applicant.

The Agency shall levy an additional fee, as set out in Annex VI
to this Regulation, for each additional use, for each additional
substance that meets the definition of a group of substances as
defined in Section 1(5) of Annex XI to Regulation (EC) No
1907/2006 and that is covered by the application, and for
each additional applicant that is party to the application.
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For the purposes of this paragraph, each exposure scenario shall
be considered a different use.

3. Where the application is submitted by a medium
enterprise or by two or more SMEs only, of which the largest
enterprise is a medium enterprise, the Agency shall levy a
reduced base fee and reduced additional fees, as set out in
Table 2 of Annex VI

Where the application is submitted by a small enterprise or by
two or more SMEs only, of which the largest enterprise is a
small enterprise, the Agency shall levy a reduced base fee and
reduced additional fees, as set out in Table 3 of Annex VI.

Where the application is submitted by one or more micro
enterprises only, the Agency shall levy a reduced base fee and
reduced additional fees, as set out in Table 4 of Annex VI.

4. The date on which the fee levied for the application for an
authorisation is received by the Agency shall be considered to
be the date of receipt of the application.

Article 9

Charges for reviews of authorisations under Article 61 of
Regulation (EC) No 1907/2006

1. The Agency shall levy a charge, as provided for in para-
graphs 2 and 3 of this Article, for any submission of a review
report under Article 61 of Regulation (EC) No 1907/2006.

2. The Agency shall levy a base charge for submission of any
review report, as set out in Annex VIL The base charge shall
cover the submission of a review report for one substance, one
use, and one applicant.

The Agency shall levy an additional charge, as set out in Annex
VII to this Regulation, for each additional use, for each addi-
tional substance that meets the definition of a group of
substances as defined in Section 1(5) of Annex XI to Regulation
(EC) No 1907/2006 and that is covered by the review report,
and for each additional entity covered by the review report.

For the purposes of this paragraph, each exposure scenario shall
be considered a different use.

3. Where the application is submitted by a medium
enterprise or by two or more SMEs only, of which the largest
enterprise is a medium enterprise, the Agency shall levy a
reduced base charge and reduced additional charges, as set
out in Table 2 of Annex VIL

Where the application is submitted by a small enterprise or by
two or more SMEs only, of which the largest enterprise is a

small enterprise, the Agency shall levy a reduced base charge
and reduced additional charges, as set out in Table 3 of Annex
VIL

Where the application is submitted by one or more micro
enterprises only, the Agency shall levy a reduced base charge
and reduced additional charges as set out in Table 4 of Annex
VIL

4. The date on which the charge levied for submission of the
review report is received by the Agency shall be considered to
be the date of receipt of the submission.

Article 10

Fees for appeals against a decision of the Agency under
Article 92 of Regulation (EC) No 1907/2006

1. The Agency shall levy a fee, as set out in Annex VIII to
this Regulation, for any submission of an appeal against a
decision of the Agency under Article 92 of Regulation (EC)
No 1907/2006.

2. Where the appeal is submitted by an SME, the Agency
shall levy a reduced fee, as set out in Table 2 of Annex VIIL

3. If the appeal is considered inadmissible by the Board of
Appeal, the fee shall not be refunded.

4. The Agency shall refund the fee levied in accordance with
paragraph 1 of this Article if the Executive Director of the
Agency rectifies a decision in accordance with Article 93(1) of
Regulation (EC) No 1907/2006, or if the appeal is decided in
favour of the appellant.

5. An appeal shall not be considered to be received by the
Board of Appeal until the relevant fee has been received by the
Agency.

Article 11
Other charges

1. A charge may be levied for administrative and technical
services provided by the Agency at the request of a party which
are not covered by another fee or charge provided for in this
Regulation. The level of the charge shall take into account the
workload involved.

However, charges shall not be levied for the assistance provided
by its Helpdesk and for the support to Member States as
provided for in Article 77(2)(h) and (i) of Regulation (EC) No
1907/2006.
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The Executive Director of the Agency may decide not to levy a
charge on international organisations or countries that request
assistance from the Agency.

2. The charges for administrative services shall be paid
within 30 calendar days from the date on which the invoice
is notified by the Agency.

3. Where the payment is not made before expiry of the
deadline provided for in paragraph 2, the Agency shall set a
second deadline for the payment.

Where the payment is not made before expiry of the second
deadline, the Agency shall reject the request.

4. In the absence of contractual agreement to the contrary,
the charges for technical services shall be paid before the service
is provided.

5. A classification of the services and charges shall be drawn
up by the Management Board of the Agency and adopted after
a favourable opinion by the Commission.

Article 12
Only representatives

In the case of an only representative referred to in Article 8 of
Regulation (EC) No 1907/2006, the assessment of whether the
reduction for SMEs applies shall be determined by reference to
the headcount, turnover and balance sheet information of the
non-Community manufacturer, formulator of a preparation, or
producer of an article that is represented by that only represen-
tative in connection with the transaction concerned, including
relevant information from linked and partner companies of the
non-Community manufacturer, formulator of a preparation, or
producer of an article, in accordance with Recommendation
2003/361EC.

Article 13
Reductions and fee waiver

1. A natural or legal person that claims to be entitled to a
reduced fee or charge under Articles 3 to 10 shall inform the
Agency thereof at the time of the submission of the registration,
update of registration, request, notification, application, review
report or appeal giving rise to the payment of the fee.

2. A natural or legal person that claims to be entitled to the
fee waiver under Article 74(2) of Regulation (EC) No
1907/2006 shall inform the Agency thereof at the time of
the submission of the registration.

3. The Agency may request, at any time, evidence that the
conditions for a reduction of fees or charges or for a fee waiver

apply.

4. Where a natural or legal person that claims to be entitled
to a reduction or a fee waiver cannot demonstrate that it is
entitled to such a reduction or waiver, the Agency shall levy the
full fee or charge as well as an administrative charge.

Where a natural or legal person that has claimed to be entitled
to a reduction has already paid a reduced fee or charge, but
cannot demonstrate that it is entitled to such a reduction, the
Agency shall levy the balance of the full fee or charge as well as
an administrative charge.

Paragraphs 2, 3 and 5 of Article 11 shall apply mutatis mutandis.

CHAPTER III
PAYMENT OF REMUNERATION BY THE AGENCY
Atticle 14
Transfers of funds to Member States

1. A proportion of the fees and charges collected under this
Regulation shall be transferred to the competent authorities of
the Member States in the following cases:

(@) where the competent authority of the Member State notifies
to the Agency the conclusion of an evaluation procedure for
a substance in accordance with Article 46(4) of Regulation
(EC) No 1907/2006;

(b) where the competent authority has appointed a member of
the Committee for Risk Assessment who acts as rapporteur
in the context of an authorisation procedure, including in
the context of a review;

(c) where the competent authority of the Member State has
appointed a member of the Committee for Socioeconomic
Analysis who acts as rapporteur in the context of an au-
thorisation procedure, including in the context of a review;

(d) where the competent authority of the Member State has
appointed a member of the Committee for Risk Assessment
who acts as rapporteur in the context of a restrictions
procedure;

(e) where the competent authority of the Member State has
appointed a member of the Committee for Socioeconomic
Analysis who acts as rapporteur in the context of a
restrictions procedure;

(f) where appropriate, for other tasks performed by the
competent authorities at the request of the Agency.
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When the Committees referred to in this paragraph decide to
appoint a co-rapporteur, the transfer shall be divided between
the rapporteur and the co-rapporteur.

2. The amounts for each of the tasks identified under
paragraph 1 of this Article and the maximum proportion of
the fees and charges to be transferred to the competent au-
thorities of the Member States as well as any arrangements
necessary for the transfer, shall be set by the Management
Board of the Agency following a favourable opinion from the
Commission. In fixing the amounts to be transferred, the
Management Board of the Agency shall comply with the prin-
ciples of economy, efficiency and effectiveness as defined in
Article 27 of Regulation (EC, Euratom) No 1605/2002. It
shall also ensure that the Agency continues to have available
sufficient financial resources to undertake its tasks as defined in
Regulation (EC) No 1907/2006, having regard to its existing
budgetary appropriations and pluriannual estimates of income,
including a Community subsidy, and it shall take into account
the workload for the competent authorities of the Member
States.

3. Transfers provided for in paragraph 1 shall be made only
after the relevant report has been made available to the Agency.

However, the Management Board of the Agency may decide to
authorise pre-financing or interim payments in accordance with
Article 81(1) of Regulation (EC, Euratom) No 1605/2002.

4. The transfers of funds provided for in points (b) to (e) of
paragraph 1 are intended to compensate competent authorities
of a Member State for the work of the rapporteur or co-
rapporteur and for any related scientific and technical support
and shall be without prejudice to the obligation of Member
States not to give instructions incompatible with the inde-
pendence of the Agency.

Article 15
Other remuneration

In fixing the amounts of the payments made to remunerate
experts or co-opted members of the committees for work
done for the Agency in accordance with Article 87(3) of Regu-
lation (EC) No 1907/2006, the Management Board of the
Agency shall take into account the workload involved and it
shall comply with the principles of economy, efficiency and
effectiveness as defined in Article 27 of the Regulation (EC,
Euratom) No 1605/2002. It shall also ensure that the Agency
has sufficient financial resources available to undertake its tasks
as defined in Regulation (EC) No 1907/2006, having regard to
its existing budgetary appropriations and pluriannual estimates
of income, including a Community subsidy.

CHAPTER IV

PAYMENTS

Atticle 16
Mode of payment

1. The fees and charges shall be paid in euro.

2. Payments shall be made only after the Agency has issued
an invoice, with the exception of payments due under
Article 10.

3. Payments shall be made by means of a transfer to the
bank account of the Agency.

Article 17
Identification of the payment

1. Every payment must indicate in the reference field the
invoice number, with the exception of payments due under
Article 10.

Payments due under Article 10 shall indicate in the reference
field the identity of the appellant(s) and, if available, the number
of the decision that is being appealed.

2. If the purpose of the payment cannot be established, the
Agency shall set a deadline by which the payer must notify it in
writing of the purpose of the payment. If the Agency does not
receive a notification of the purpose of the payment before
expiry of that deadline, the payment shall be considered
invalid and the amount concerned shall be refunded to the

payer.

Atticle 18
Date of payment

1. The date on which the full amount of the payment is
deposited in a bank account held by the Agency shall be
considered to be the date on which the payment has been
made.

2. The payment shall be considered to have been made in
time where sufficient documentary evidence is produced to
show that the payer ordered the transfer to the bank account
indicated on the invoice before expiry of the relevant deadline.

A confirmation of the transfer order issued by a financial insti-
tution shall be regarded as sufficient evidence. However, where
the transfer requires the use of the SWIFT electronic bank
payment method, the acknowledgement of provision of the
transfer order shall take the form of a copy of the SWIFT
report, stamped and signed by a duly authorised official of a
financial institution.

Atticle 19
Insufficient payment

1. A deadline for payment shall be considered to have been
observed only if the full amount of the fee or charge has been
paid in due time.
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2. When an invoice relates to a group of transactions, the
Agency may attribute any under-payment to any of the relevant
transactions. The criteria for the attribution of payments shall
be laid down by the Management Board of the Agency.

Atticle 20
Refund of amounts paid in excess

1. The arrangements for the refund to the payer of amounts
paid in excess of a fee or a charge shall be fixed by the
Executive Director of the Agency and published on the
website of the Agency.

However, where an amount paid in excess is under EUR 100
and the party concerned has not expressly requested a refund,
the amount paid in excess shall not be refunded.

2. It shall not be possible to count any amounts paid in
excess towards future payments to the Agency.

CHAPTER V
FINAL PROVISIONS
Article 21
Provisional estimate

The Management Board of the Agency shall, when producing an
estimate of the overall expenditure and income for the

following financial year in accordance with Article 96(5) of
Regulation (EC) No 1907/2006, include a specific provisional
estimate of income from fees and charges which is separate
from income from any subsidy from the Community.

Article 22
Review

1. The fees and charges provided for in this Regulation shall
be reviewed annually by reference to the inflation rate as
measured by means of the European Index of Consumer
Prices as published by Eurostat pursuant to Regulation (EC)
No 2494/95. A first review shall be carried out by 1 June 2009.

2. The Commission shall also keep this Regulation under
continual review in the light of significant information
becoming available in relation to the underlying assumptions
for anticipated income and expenditure of the Agency. At the
latest, by 1 January 2013, the Commission shall review this
Regulation with a view to amend it, if appropriate, taking
into account in particular the costs of the Agency and the
related costs of the services provided by the competent au-
thorities of the Member States.

Atticle 23
Entry into force

This Regulation shall enter into force on the third day following
its publication in the Official Journal of the European Union.

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

Done at Brussels, 16 April 2008.

For the Commission
Giinter VERHEUGEN
Vice-President
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ANNEX |

Fees for registrations submitted under Articles 6, 7 or 11 of Regulation (EC) No 1907/2006

Table 1

Standard fees

(EUR)
Individual submission Joint submission
Fee for substances in the range of 1 to 10 tonnes 1600 1200
Fee for substances in the range 10 to 100 tonnes 4300 3225
Fee for substances in the range 100 to 1 000 tonnes 11 500 8625
Fee for substances above 1 000 tonnes 31000 23250
Table 2
Reduced fees for SMEs
(EUR)
Medium Medium Small Small Micro Micro
enterprise enterprise enterprise enterprise enterprise enterprise
(Individual (Joint (Individual (Joint (Individual (Joint

submission) | submission)

submission) | submission)

submission) | submission)

Fee for substances in the range of 1 1120 840 640 480 160 120
to 10 tonnes

Fee for substances in the range 10 3010 2258 1720 1290 430 323
to 100 tonnes

Fee for substances in the range 100 8050 6038 4 600 3450 1150 863
to 1 000 tonnes

Fee for substances above 1000 | 21700 16 275 12 400 9 300 3100 2325

tonnes
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ANNEX II

Fees for registrations submitted under Articles 17(2), 18(2), 18(3) or 19 of Regulation (EC) No 1907/2006

Table 1

Standard fees

(EUR)
Individual submission Joint submission
Fee 1600 1200
Table 2
Reduced fees for SMEs
(EUR)
Medium . . . .
enterprise el:l/[tee(ri‘;)urrirsle Small enterprise Small enterprise Micro enterprise Micro enterprise
(Individual . bmissi (Iﬁdi\.’id.ual (Joint submission) (IEdi\.,id.ual (Joint submission)
submission) (Joint submission) submission) submission)
Fee 1120 840 640 480 160 120
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ANNEX III

Fees for the update of registrations under Article 22 of Regulation (EC) No 1907/2006

Table 1

Standard fees for the update of the tonnage range

(EUR)
Individual submission Joint submission
From 1-10 tonnes range to 10-100 tonnes range 2700 2025
From 1-10 tonnes range to 100-1 000 tonnes range 9900 7 425
From 1-10 tonnes range to over 1 000 tonnes range 29 400 22050
From 10-100 tonnes range to 100-1 000 tonnes range 7 200 5400
From 10-100 tonnes range to over 1 000 tonnes range 26 700 20025
From 100-1 000 tonnes range to over 1 000 tonnes range 19 500 14 625
Table 2
Reduced fees for SMEs for the update of the tonnage range
(EUR)
Medium Medium Small Small Micro Micro
enterprise enterprise enterprise enterprise enterprise enterprise
(Individual (Joint (Individual (Joint (Individual (Joint

submission) | submission) | submission) | submission) | submission) | submission)

From 1-10 tonnes range to 10-100 1890 1418 1080 810 270 203
tonnes range

From 1-10 tonnes range to 100- 6 930 5198 3960 2970 990 743
1 000 tonnes range

From 1-10 tonnes range to over 20 580 15435 11 760 8820 2940 2205
1 000 tonnes range

From 10-100 tonnes range to 100- 5040 3780 2 880 2160 720 540
1 000 tonnes range

From 10-100 tonnes range to over 18 690 14018 10 680 8010 2670 2003
1 000 tonnes range

From 100-1 000 tonnes range to 13 650 10 238 7 800 5850 1950 1463
over 1 000 tonnes range

Table 3
Fees for other updates

(EUR)

Type of update

Change in identity of the registrant involving a change in legal 1500
personality

Type of update Individual submission Joint submission
Change in the access granted to information in the submission 1500 1125
(per item)
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Table 4
Reduced fees for SMEs for other Updates

(EUR)
Type of update Medium enterprise Small enterprise Micro enterprise
Change in identity of the registrant 1050 600 150
involving a change in legal
personality
Medium Medium Small Small Micro Micro
enterprise enterprise enterprise enterprise enterprise enterprise
Type of update
(Individual (Joint (Individual (Joint (Individual (Joint
submission) | submission) | submission) | submission) | submission) | submission)
Change in the access granted to 1050 788 600 450 150 113
information in the submission (per
item)




17.4.2008 Official Journal of the European Union L 107/19

ANNEX IV

Fees for requests under Article 10(a)(xi) of Regulation (EC) No 1907/2006

Table 1
Standard fees

(EUR)
Item for which confidentiality is requested Individual submission Joint submission
Degree of purity and/or identity of impurities or additives 4500 3375
Relevant tonnage band 1500 1125
A study summary or a robust study summary 4500 3375
Information in the safety data sheet 3000 2250
Trade name of the substance 1500 1125
IUPAC name for non-phase in substances that are dangerous 1500 1125
IUPAC name for dangerous substances used as intermediates, in 1500 1125
scientific research and development or product process oriented
research and development
Table 2
Reduced fees for SMEs
(EUR)
Medium Medium Small Small Micro Micro
enterprise enterprise enterprise enterprise enterprise enterprise

Item for which confidentiality is

requested (Individual (Joint (Individual (Joint (Individual (Joint
submission) | submission) | submission) | submission) | submission) | submission)

Degree of purity andfor identity of 3150 2363 1800 1350 450 338
impurities or additives

Relevant tonnage band 1050 788 600 450 150 113
A study summary or a robust study 3150 2363 1800 1350 450 338
summary

Information in the safety data sheet 2100 1575 1200 900 300 225
Trade name of the substance 1050 788 600 450 150 113
IUPAC name for non-phase in 1050 788 600 450 150 113

substances that are dangerous

IUPAC name for  dangerous 1050 788 600 450 150 113
substances used as intermediates, in
scientific research and development
or product process  oriented
research and development
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ANNEX V

Fees and charges for PPORD notifications under Article 9 of Regulation (EC) No 1907/2006

Table 1

Fees for PPORD notifications

(EUR)
Standard fee 500
Reduced fee for medium enterprise 350
Reduced fee for small enterprise 200
Reduced fee for micro enterprise 50
Table 2
Charges for the extension of a PPORD exemption
(EUR)
Standard charge 1000
Reduced charge for medium enterprise 700
Reduced charge for small enterprise 400

Reduced charge for micro enterprise 100
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ANNEX VI

Fees for applications for an authorisation under Article 62 of Regulation (EC) No 1907/2006

Table 1
Standard fees

Base fee EUR 50 000
Additional fee per substance EUR 10 000
Additional fee per use EUR 10 000

Additional fee per applicant

Additional applicant is not an SME:

EUR 37 500

Additional applicant is a medium enterprise:
EUR 30 000

Additional applicant is a small enterprise:
EUR 18 750

Additional applicant is a micro enterprise:
EUR 5 625

Table 2

Reduced fees for medium enterprises

Base fee EUR 40 000
Additional fee per substance EUR 8 000
Additional fee per use EUR 8 000

Additional applicant is a Medium enterprise:
EUR 30 000

Additional fee per applicant

Additional applicant is a Small enterprise:
EUR 18 750

Additional applicant is a Micro enterprise:
EUR 5 625

Table 3

Reduced fees for small enterprises

Base fee EUR 25 000
Additional fee per substance EUR 5 000
Additional fee per use EUR 5 000

Additional applicant is a small enterprise:
EUR 18 750

Additional fee per applicant

Additional applicant is a micro enterprise:
EUR 5 625
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Table 4

Reduced Fees for micro enterprises

Base fee EUR 7 500
Additional fee per substance EUR 1500
Additional fee per use EUR 1500

Additional fee per applicant Additional applicant: EUR 5 625




17.4.2008

Official Journal of the European Union

L 107/23

ANNEX VII

Charges for the review of an authorisation under Article 61 of Regulation (EC) No 1907/2006

Table 1
Standard charges

Base charge EUR 50 000
Additional charge per use EUR 10 000
Additional charge per substance EUR 10 000

Additional charge per applicant Additional applicant is not an SME:

EUR 37 500

Additional applicant is a Medium enterprise:
EUR 30 000

Additional applicant is a Small enterprise:
EUR 18 750

Additional applicant is a Micro enterprise:
EUR 5 625

Table 2

Reduced charges for medium enterprises

Base charge EUR 40 000
Additional charge per use EUR 8 000
Additional charge per substance EUR 8 000

Additional charge per applicant

Additional applicant is a medium enterprise:
EUR 30 000

Additional applicant is a small enterprise:
EUR 18 750

Additional applicant is a micro enterprise:
EUR 5 625

Table 3

Reduced charges for small enterprises

Base charge EUR 25 000
Additional charge per use EUR 5 000
Additional charge per substance EUR 5 000

Additional charge per applicant

Additional applicant is a small enterprise:
EUR 18 750

Additional applicant is a micro enterprise:
EUR 5 625
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Table 4

Reduced charges for micro enterprises

Base charge EUR 7 500

Additional charge per use EUR 1500

Additional charge per substance EUR 1500

Additional charge per applicant Additional applicant is a Micro enterprise:
EUR 5 625
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ANNEX VIl

Fees for appeals under Article 92 of Regulation (EC) No 1907/2006

Table 1
Standard fees

(EUR)
Appeal against decision taken under: Fee
Article 9 or 20 of Regulation (EC) No 1907/2006 2200
Article 27 or 30 of Regulation (EC) No 1907/2006 4400
Article 51 of Regulation (EC) No 1907/2006 6 600
Table 2
Reduced fees for SMEs
(EUR)
Appeal against decision taken under: Fee
Article 9 or 20 of Regulation (EC) No 1907/2006 1800
Article 27 or 30 of Regulation (EC) No 1907/2006 3600
Article 51 of Regulation (EC) No 1907/2006 5 400




e uatiuanysa] Tasans “nsimundeiaualasanis “wuamadenfivunzanlunisaanzidavansednusadaudnfosansiail (REACH) dusutlszmelng™

Eﬂﬁfﬂﬂi‘i&ﬂ%‘[ﬂid nia

o ﬂ’]‘i?lﬂ‘]ﬂ’]@ﬂ’]%ﬁﬁﬂﬂ’]wquiﬂ F2AININA 13 — 17 NWenen 2550

gﬂﬁ 2 ﬂmwjlfﬁﬁwﬂwgumﬂﬂwvlm



e uatiuanysa] Tasans “nsimundeiaualasanis “wuamadenfivunzanlunisaanzidavansednusadaudnfosansiail (REACH) dusutlszmelng™

Eﬂﬁ 4 msmmﬂmsﬂs:ﬂ;u



e uatiuanysa] Tasans “nsimundeiaualasanis “wuamadenfivunzanlunisaanzidavansednusadaudnfosansiail (REACH) dusutlszmelng™

3171 6 M3gUNTIITA The Port of Antwerp



e uatiuanysa] Tasans “nsimundeiaualasanis “wuamadenfivunzanlunisaanzidavansednusadaudnfosansiail (REACH) dusutlszmelng™

U7 7 MIgauAviiGa The Port of Antwerp

317 8 lUwuriu EURATEX



e uatiuanysa] Tasans “nsimundeiaualasanis “wuamadenfivunzanlunisaanzidavansednusadaudnfosansiail (REACH) dusutlszmelng™

U7 10 UTTHINIAL LI ITMA



e uatiuanysa] Tasans “nsimundeiaualasanis “wuamadenfivunzanlunisaanzidavansednusadaudnfosansiail (REACH) dusutlszmelng™

° msﬂizﬂgu Thai-REACH Network ﬂéjuq@lm%ﬂﬁuﬁma
9y ﬁaaﬂs:ﬂ;u amﬁ'uﬁ'@umq@m%msw%ma
7 30 Aa1AN 2550

gﬂﬁ 11 fidniwdsegy



e uatiuanysa] Tasans “nsimundeiaualasanis “wuamadenfivunzanlunisaanzidavansednusadaudnfosansiail (REACH) dusutlszmelng™

bt p b ol 4 f 4 F0 P

gﬂ‘ﬁ 12 fidniwdsegy



a { H %) o '3
Aanssuntngadasnuniswinanlasens bl lxiselansd

[ ¢ Y A Y A s ° °
mssl?jﬂi:‘[mmmmlagamsﬁnmwaa‘[mam‘s Liaﬂﬂ'ﬁiﬁﬂifﬂﬁﬂiﬂ&laﬂEl'l%'l%‘n']

n1FuNLtaanie (Only Representative, OR)

Y ) & =< o X
fdrisen auNT le3ul s lemiannnIAN 1A 99

1.

a o 6 o I & A '3
USENINLADIW LAAANE Lana NALNuNa

& a o d' vy dd' a o 1 di =1 1 Y
Lﬂumi&wﬂlmagamimwwa@LLazﬁnv\m Ulua‘mm‘wqBﬂwaanmm”meﬂums
anzDaua I
Namsﬁ'rfl’agavlﬂ%’

A ' X a P Y o VPN ~ A
asnndnldelumaanzadougann visnydslidaulalutainmssenadon

a o Ny o @
ustm loa1sNd 3na (n1zw)
UIEN Yan. 310a (NHR1BH)
u‘%ﬁwwa‘*ﬁaga@iﬂ%ﬁhmm:sw%au’%ﬁw OR i ldRTanlumRanaafula
\RankLIN1T OR
nan1svnayaluly
U319y 1690319 OR SuuTagLa
HNNANYAFIRNTINVDILAW N
qmmﬂa ﬂﬁﬂ‘%"?ﬁa mUﬂamﬂuq@m%ﬂ‘ssmau&iu‘lm sulalumsaanziiean
saafiuazzluunved OR idszinalnaalsduiiung diamedvinmaianldlidays
11413590919 OR wazanlFansNineITalunisaanziion
wamsﬁ'rfl’ayav(ﬂ‘l%’

lrranauy Sanudlalunszuivmsdanzidonauszdsy REACH Wazn1949m

4149 OR 1Nt wase Ll lfFasn1sanni e @ sLAN A ALLes



