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° Matsushit, Mitsuo; Schoenbaum, Thomas J: and Mavroidis, Perros C, The World Trade

Organization: Law, Practice and Policy, 2" ed(NY: Oxford University Press, 2006), pp.234-235.
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® Article XI of GAFT: 1 No prohibitiqns or restrictions other than duties, taxes or other

')

charges, whether made effegtive through 'quotai‘import or export licenses or other measures, shall
be instituted or maintained by any contracting p%!rty"on the importation of any product of the territory

of any other contracting party ogon the exportatiéﬁ or sale for export of any product destined for the

o

territory of any other contracting party. . F
ald o

2. The provisions of paragraph 1 of.this Art_jc_l_!eﬁhall not extend to the following:

(a) Export prohibitions or reétrictions Efpborarily applied to prevent or relieve critical

-] - -

shortages of foodstuffs orother proncté essential to the exporting gontracting party;

(b) Import -_af}:d export prohibitions necessary to thﬁé application of standards or
regulations for the classification, grading or marketing of Commodit}es in international trade;

(c) Import restﬁ-ctions on any agricultural or fisheriés product imported in any form
necessary to the gnfofcement of governmentimeasures which loperate:

1. . to restrict the quantities of the like domestic product permitted to be marketed or
produced, or, if there is no domestic production of the like"product, for whichsthe imported product
can be directlysubstituted;.on

2. to remove a temporary surplus of the like domestic product, or, if there is no
substantial domestic production of the like product, of a domestic product for which the imported
product can be directly substituted by making the surplus available to certain groups of domestic
consumers free of charge or at prices below the current market level; or

3. to restrict the quantities permitted to be produced of any animal product the
production of which is directly dependent, wholly or mainly, on the imported commodity, if the

domestic production of that commodity is relatively negligible.
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- a critique. (London: Zed Books, 2000), pp. 65-67.
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1in1u (Legitimate Objectives) «1- 2

Nm9N 2.2 289R2AANAT TBT Ifénsaeehsaadsnguszasinaeusssu “lunisaan

2
Y o

nsziieunanANALERLIEINAGNITN LIRS X )

(1) ANATINAINN uazAdNUaRas Ny

(2) ANABANTIR UATATNIN TaIARSUAZ

% Atticle 2.2%0f TBT Agreement: Members shalliensure that technical-regulations are not
prepared, adopted or applied with a view to or with the effect of creating unnecessary obstacles to
international trade. For this purpose, technical regulations shall not be more trade-restrictive than
necessary to fulfil a legitimate objective, taking account of the risks non-fulfilment would create. Such
legitimate objectives are, inter alia: national security requirements; the prevention of deceptive
practices; protection of human health or safety, animal or plant life or health, or the environment. In
assessing such risks, relevant elements of consideration are, inter alia: available scientific and

technical information, related processing technology or intended end-uses of products.
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% GATT : Article XX : General Exceptions

Subject to the requirement that such measures are not applied in a manner which would
constitute a means of arbitrary or unjustifiable discrimination between countries where the same
conditions prevail, or a disguised restriction on international trade, nothing in this Agreement shall be
construed to prevent the adoption or enforcement by any contracting party of measures:

(b) necessary to protect human, animal or plant life or health;
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" Article 130r (1),0f the EEC ﬂe’éty Communlty' E)Z)Iicy on the-environment shall contribute to
pursuit of the followihgri?objecﬁves—.—preservmg,—prcm,—aﬁd "improving the quality of the
environment ; protectir.@ Auman health ; prudent and rational "u‘t,ilization of natural resources ;
promoting measures at Tnternational level to deal with regional or worldwide environmental
problems.”

® Article 130r (2) of:ithe EECITreaty'“Community poliey on'the environment shall aim at a high
level of protection taking into account the diversity ofesituations in the gvarious regions of the
Community. lt'shallf beibased on the precautionary principle l|and on the principles that preventive
action should be taken, that environmental damage should as a priority be rectified at source and
that the pollute should pay. Environmental protection requirements must be integrated into the
definition and implementation of other Community policies.”

° Article 130r (3) of the EEC Treaty “In preparing its policy on the environment, the
Community shall take into account of: available scientific and technical data; environmental
conditions in the various regions of the Community; the potential benefits and costs of action or lack
of action; the economic and social development of the Community as a whole and the balanced

development of its regions.”
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The General Agreement On Tariffs And Trade

Article XX General Exceptions

Subject to the requirement that such measures are not applied in a manner
which would constitute a means of arbitrary or unjustifiable discrimination between
countries where the same conditions prevail; or a disguised restriction on international
trade, nothing in this Agreement shall be-Construed to prevent the adoption or
enforcement by any contraeting pariy of measures:

(a) necessary te'protect public mQIraIs;

(b) necessary i@'protecthuman, a‘rqirpal or plant life or health;

(c) relating to the'importation or ex;laortation of gold or silver;

(d) necessary tofsecure éémp!iar&geﬂ with laws or regulations which are not
inconsistent with the provigions of this Agr_'é;-'e'rrf'ent, including those relating to customs

\ L)

add vl
enforcement, the enforcement of monopolies operated under paragraph 4 of Article Il
'y 4 [ —-_,J‘_.l

and Article XVII, the protectio’n of patent,_s?ﬁade marks and copyrights, and the

gl

prevention of deceptive practice-s; a

(e) relating taxtle products of prison labour:;

(f) imposed for<the protection of national treasures of artistic,

historic or archaeological value;

(g) relating to the conservation of exhaustible natural resources if
such measures—aresmade=effective jiny conjunetiony with, restrietions @n
domestic.production or consumption;

(h) undertaken in pursuance of obligations under any intergovernmental
commodity agreement which conforms to criteria submitted to the CONTRACTING
PARTIES and not disapproved by them or which is itself so submitted and not so
disapproved;

(i) involving restrictions on exports of domestic materials necessary to ensure

essential quantities of such materials to a domestic processing industry during periods
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when the domestic price of such materials is held below the world price as part of a
governmental stabilization plan; Provided that such restrictions shall not operate to
increase the exports of or the protection afforded to such domestic industry, and shall
not depart from the provisions of this Agreement relating to non-discrimination;
(j) essential to the acquisition or distribution of products in general or local short

supply; Provided that any such measures shall be consistent with the principle that all

9
U
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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,

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 Ehe Registration, Evaluation, Authorisation
and Restriction of Chemicals (REACH), é’s_téblishing a European Chemicals Agency,
amending Directive 1999/45/EC ahd.repeal-i:ri}g bouncil Regulation (EEC) No 793/93 and
Commission Regulation (EC) No 4488/94 a;;v—\'/;e;,}JL as Council Directive 76/769/EEC and
Commission Directives 91/1557/7EEVC, 93/67/E_E}, :93_/105/EC and 2000/21/EC [1], and in
particular Article 74(1) and Articlré 132 thereof,-

Whereas: —

(1) The structure and-amounts of the fees and charges collected by the European
Chemicals Agency, hereinafter the "Agency", ds 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
Regulatign (EC) No1907/2006 to e (earried out dythel Agencyand 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.
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(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
registrations 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.
(5) Requests made in accordance with Article 10(a)(xi) of 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 thestonnage range, for changestin the identity of the registrant
involving a change in“legalgpersonality, .Iand for certain changes in the status of the
information contained. intheregistration. !
(7) A fee should be levied for/the notrf|oet|on of information concerning product and
process oriented researgh and developmént (PPORD) in accordance with Article 9 of
Regulation (EC) No 1907/2006. A charge shou1d De levied also for any request for an
extension of a PPORD exemption : Jj =

= .J'!J

lll-"

(8) A fee should be levied for the submlssmn of an application 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 add|t|onal substanoe, 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 Commissien Recommendation 2003/361/EC of
6 May 2003 concerningithe definition of micro, smallland 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
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non-Community manufacturer, formulator of a preparation, or producer of an article,
in accordance with Recommendation 2003/361/EC.
(11) 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.
(12) 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: 2
(13) Fees and charges shotld be«evied in euro only.
(14) A proportion of the'fees and charges.lcollected by the Agency should be transferred
to the competent autherities of the I\/I,embi_er,l.States to compensate them for the work of
the rapporteurs of the €ommittees of the;Agency and, as appropriate, for other tasks
provided for in Regulation (EC) No -1907/2(396. The maximum proportion of the fees and

charges to be transferred to the C'ompeten_-t:é'iufhorities of the Member States should be
] a g

v ol
determined by the Management Board of tb_e;ﬁgency following a favourable opinion

from the Commission. .

(15) In fixing the amounts to be transferred fo the competént authorities of the Member

States and in fixing a?iy necessary remuneration in respéC{ of any other agreed work

done for the Agency, the Management Board of the Agency should observe the
principle of sound financialmanagement astdefined in Article 27 of Council Regulation
(EC, Euratom) Na 1605/2002 0f 25 June 2002 on'the Financial Regulation applicable to
the general budget of the European Communitiess[3]. It should also ensure that the
Agency-continues ito, have available sufficient finangiallresources ffo 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.

(16) 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
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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 naotifications for an exemption from the obligation to register for product
and process orientated research and development 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-Reégulation should be adapted to take
account of inflation and#for that purpose the European Index of Consumer Prices
published by Eurostat*pursuant.to Counclil Regulation (EC) No 2494/95 of 23 October
1995 concerning harmonised indiceg__of cz?ngumer prices [4] should be used.

(18) The measures provided forin this Reé'ula_tion are in accordance with the opinion of

the Committee establishe@ under Article 13;3 of Regulation (EC) No 1907/20086,

J _.! F-
add v ol
HAS ADOPTED THIS REGULATION:
CHAPTER |

el

"\ SUBJECT MATTER AND DEFINITIONS

Article 1
Subject matter

This Regulation lays down thesamounts, and ‘fules 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:
1. "SME" means a micro, small or medium-sized enterprise within the meaning of
Recommendation 2003/361/EC;
2. "medium enterprise”" means a medium-sized enterprise within the meaning of

Recommendation 2003/361/EC;
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3. "small enterprise" means a small enterprise within the meaning of
Recommendation 2003/361/EC;
4. "micro enterprise" means a micro enterprise within the meaning of Recommendation
2003/361/EC.

CHAPTER Il

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 levysa'fee, as provided for in paragraphs 2, 3 and 4 of this Article,
for any registration of*a substance undler Article 6, 77or 11 of Regulation (EC) No
1907/2006. However, no fee shall b___e IeV_iqu 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 Vil o Régulation (EC) No 1907/2006, as provided

ol

for in Article 74(2) of that Reégulation:’ =
d "] F‘
ald v ol
2. Where the submission forregistration of a{_tspgt‘)stance in the range of 1 to 10 tonnes

does not contain all the informat{on requ@j‘—-in Annex VIl to Regulation (EC) No

-] - -

1907/2006, the Agency. shall levy é fee, as set out in Anhex | to this Regulation. The

Agency shall levy a fe:é _for any registration of a substance;'n a quantity of 10 tonnes or
more, as set out in Annex |. t
3. In the case of a joint submission the Agéncy shall levy a reduced fee on each
registrant, as set outlin.Annex |. However, ifia registrant submits separately part of the
relevant information referred to in Article 10(a)(iv)z=(vi), (vii) and (ix).of Regulation (EC)
No 1907%/2006, the ' |Agency shall lew afee for-an individualy'submission on that
registrant, as set out in Annex | 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 |.

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
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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 hisfailure tg pay ihefeée before expiry of the deadlines, the
fees paid in relation to that'regisiration shall not be refunded or otherwise credited to the
registrant. '|

Artie.le 4

Fees for registrations submitted under Art?rcle_ 17(2), Article 18(2) or (3) or Article 19 of
Regulation (EC) No 19078008 £ o
1. The Agency shall levy aifeq, as provrded for In paragraphs 2, 3 and 4 of this Article,
for any registration of an on-site OF transported Lsolated intermediate under Article 17(2),
Article 18(2) or (3) or Article 19 of RegulatrontEC) No 1907/2006. However, no fee shall
be levied for the reglstratlon of an on- srte or transported isolated intermediate in a

quantity of between 1/and 10 tonnes vvhere the submrssror} 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. The feés under this Article shall only apply to
registrations of on-sitel.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 informatien specified in Article
10 of Regulation (EC) No 1907/20086, 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 VIl to Regulation (EC) No 1907/2006, the Agency shall levy a fee, as set out in

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

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.ll 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 Il. 2
5. Fees due under paragraphs.i-le 4 shall be paid within 14 calendar days from the
date on which the invoice isgnotified to thle registrant by the Agency. However, invoices
linked to a registration”or a pre—registere_d ,:substance that is submitted to the Agency
during the two monthssthat/precede “the %elevant registration deadline of Article 23 of
Regulation (EC) No 1907/2006 shal-l be pa:fd \;vithin 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 explry of the deadline provided for in

paragraph 5, the Agency shall set a secoﬁd deadllne 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 te+his failure to pay-the fee before expiry of the deadlines, the
fees paid in relation 4o 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;
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(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;

(g) a change in the classification andfabelling of the substance;

(h) a change in the chemieal safety report;

(i) a change in thesgliidanceon safe use;

(j) a notification” thaia Jest Iiste;d in Annex [X"or X to Regulation (EC) No

1907/2006 must be developed; T

(k) a request fopreiouslyiconfidential information to be accessible.
2. The Agency shall levya fee for updates‘,’.pf the tonnage range, as set out in Tables 1

and 2 of Annex ll1.
\ £

add v ol

For other updates, the Agengy shall levy a fee;_,.aJs‘set out in Tables 3 and 4 of Annex IlI.

3. In the case of an update to a joint submisﬁ;r_ﬂ the Agency shall levy a reduced fee on

i el

each registrant submitting the updéte, as set out in Annex lIl. However, if part of the

relevant information réfe_rred to in Article 10(a)(iv), (vi), (vii){énd (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 individualisubmission, as set out in Annex Ill to this
Regulation.

4. Where the registrant is an SME, the Agency shall levy a reduced fee, as set out in
Annex 1ll. Howeyver,, inlcases: of, updates ' involving a ichange iin 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
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tonnage range submitted in accordance with Article 22(1)(c) of Regulation (EC) No
1907/2006, the update shall be rejected. 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-e
Fees for requestsunder Artiele 10(a)(xi) of Regulation (EC) No 1907/2006

1. The Agency shall lewy a fee, as provid.led for in paragraphs 2, 3 and 4 of this Article,
for any request under Article 10(a)(xi}__of R‘_eglulation (EC) No 1907/2006.

2. The Agency shall lewy a fege pern jtem for:;wh@ch a request is made, as set out in Annex
IV. In the case of a request concern-ing stu(jﬁy summaries or robust study summaries, the
Agency shall levy a fee fogeagh 's"tujdy summ*ary or robust study summary for which the
request is made. — =

J 2 he
3. In the case of a request that refers to a?;int submission, the Agency shall levy a

i el

reduced fee on each registrant, as sét out in Annex IV.

4. Where the request‘_ié_made by an SME, the Agency sh,al’levy a reduced fee, as set
out in Table 2 of Annex [V.
5. The date on which the feeslevied for a request is received by the Agency shall be
considered to be thetdate ofireceipt.of the regquest.
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.
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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 whigh the-nvoice is notified by the Agency to the
manufacturer, importer, erprodueerof articles requesting an extension.
4. Where the payment'is pot .made belfore expiry of ‘the deadline provided for in
paragraph 3, the Agency shall set, a seqpnd deadline for the payment. Where the
payment is not made before expiry=of t?he second deadline, the notification or the
request for an extension ghall'be rejected. " ?
5. Where a notification orthe reduest for: an extension has been rejected due to the
failure of the registrant to submlt mrssmg rnformatlon or due to his failure to pay the fee

or charges before expiry of the deadlmes trTe fees or charges paid in relation to that

-

notification or that request for an extensmn shaII not be refunded or otherwise credited

to the person making the notification or the request.
Article 8
Fees for applicationssunder Article 62/0f Regulation (EC) No 1907/2006

1. The Agency shalldevy. a fee, las provided for in‘paragraphs 2tand 3 of this Article, for
any application for an authorisation of a substancesunder Article 62.0f 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 Xl to Regulation (EC) No 1907/2006 and that is covered by the
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application, and for each additional applicant that is party to the application. 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 3of Annex VI. Where the application is
submitted by one or more micro-enterprises onhly; the Agency shall levy a reduced base
fee and reduced additional'fees,asset out in Table 4 0f Annex VI.

4. The date on which the feedevied for the; application foran authorisation is received by
the Agency shall be censidgredito be thei_date of receipt of the application.

Arfrcle 3
Charges for reviews of authorlsatrons undéir Artlcle 61 of Regulation (EC) No 1907/2006
1. The Agency shall levy aicharge, as provrded for'in paragraphs 2 and 3 of this Article,
for any submission of a review report underAmcIe 61 of Regulation (EC) No 1907/2006.

2. The Agency shall levy a base charge for submrssron of any review report, as set out in

-

Annex VII. The base icharge shall cover the submission’ of a review report for one

substance, one use, and one applicant. The Agency shall 7|evy an additional charge, as

set out in Annex VII to this Regulation, for each additional use, for each additional
substance that meets the" définition of a grodp’of substances as defined in Section 1(5)
of Annex Xl to Regulation (EC) No 1907/2006 and that is covered by the review report,
and for each additional entity covered by the reyiew report. For the purposes of this
paragraph, €ach exposure scenario.shallbe considered a differentuse.

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
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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 VII.
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 setyout in=Annex VIl to this Regulation, for any
submission of an appealagainsta decision of the Ageney 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 Anaex \All. —-
3. If the appeal is considered inadrﬁissible?p); the Board of Appeal, the fee shall not be
refunded. | ; '
4. The Agency shall refund the fee Iev1ed in acoordance with paragraph 1 of this Article

if the Executive Director of the Agency recnfes a decision in accordance with Article

93(1) of Regulation (EC) No 1907/2006 or |f the appeal IS decided in favour of the

appellant. : )

5. An appeal shall not.be considered 10 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 andgstechnical 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. The Executive Director of the Agency may
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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 thesservice is provided.

5. A classification of the sepvices and chlarges shall be drawn up by the Management
Board of the Agency and adopted af’ger a f_aypurable opinion by the Commission.

—~Article 12

Ohly reprfesentatives
In the case of an only represehtanve referred to in Article 8 of Regulation (EC) No
1907/2006, the assessment of Whether the reductlon for SMEs applies shall be

determined by reference to the headcount Turhover and balance sheet information of

,‘_,_.

the non-Community mahufacturer, formulator of @ preparation, or producer of an article

that is represented--k;y_ that only representative in Coh;ection 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 Reeommendation 2003/361/EC.

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.
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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 entitied to-areduction has already paid a reduced
fee or charge, but cannetrdemoanstiate that it is entitledto such a reduction, the Agency
shall levy the balance ofthe jull feeor chalrge as well as an administrative charge.
Paragraphs 2, 3 and 5f Ariicle1 1 shall a‘pp..ly mutatis mutandis.

: €HA:||I9TER I
PAYMENTOR REIMUNE?@A?TION BY THE AGENCY
_ Artic;:j]-’e: 14
Transfgré of fu naiS ‘trquﬁm ber States

1. A proportion of the fees and charges@l—lected under this Regulation shall be

el

transferred to the competent authorifies of the Member Statés in the following cases:

(a) where the ch_mpetent authority of the Member S,féte 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 theicompetent authority has appointed a member of the Committee for
Risk Assessment who acts as rapparteur in the centext of an authorisation procedure,
including in the contextiof 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 authorisation 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;
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(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. 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 identifiedstinder paragraph 1 of this Article and the
maximum proportion of the fees and egharges t0 De transferred to the competent
authorities of the MemberStates.aswell as any arrangements necessary for the transfer,
shall be set by the Management Board .Iof the Agency following a favourable opinion
from the Commission.«nTixing the amounit;s ,@o be transferred, the Management Board of
the Agency shall comply with the principle; of_ economy, efficiency and effectiveness as
defined in Article 27 of Regulation (EC, Eur;ie_lt(;m) No 1605/2002. It shall also ensure that

the Agency continues to have available s_-t'jfficgi'ént financial resources to undertake its
] a g

v ol ok
tasks as defined in Regulation (EC) No q_QQJYJ/ZOOG, having regard to its existing

budgetary appropriations and pluriainual eﬁnates of income, including a Community

el

subsidy, and it shall take into account the wbrkload 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 thesAgency. However, the Management Board of the Agency
may decide to autharise/pre-financing [orn interimi payments |in @ccordance with Article
81(1) of Regulation (EC, Euratom) No#1605/2002.
4. The transfers of funds pravided, for in.points (P) ta (e) lof 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 independence of the Agency.

Article 15

Other remuneration
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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 Regulation (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 appropriaiions.and pluriannual estimates of income,
including a Community subsidy:. 2

CHAPTER-IV

PA}I(MENTS

, Arit;icJ.e 16
Mode e* payment
1. The fees and charges shall'be pa-id In eLf{o.r
2. Payments shall be made only éfter th-_é-a";ngncy has issued an invoice, with the

vl ok
exception of payments due unRderArticle 1025 ;J,‘

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

Article 17

|dentification of Vtherpaymenii}

1. Every payment must indicate in the reference field. the invoice number, with the
exception of payments 'duesunder Article “0. Payments due under Article 10 shall
indicate in the reference field the identity of the appellant(s) andgif available, the number
of the decision that is being appealed.

2. If the'punpose ofthe'payment cannot be established, the Agenty: 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.

Article 18

Date of payment



179
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 institution shall be regarded as
sufficient evidence. However, where the stransfer requires the use of the SWIFT
electronic bank payment methed, the acknowledgement of provision of the transfer
order shall take the formeofa copy.of the SWIFT report; stamped and signed by a duly
authorised official of a financial institution.'l
, Article 19

Insutfici;llnt payment
1. A deadline for paymentshall be eonsidet‘fedrto have been observed only if the full
amount of the fee or charge has beeh paid t’n’;dﬁe time.

v ol
2. When an invoice relates to a group of transactlons the Agency may attribute any

under-payment to any of the relevant transacttons The criteria for the attribution of

-] g -

payments shall be laididown by the Management Board of the Agency.

: Article 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 Directoriof the Agency and published on the
website of the Agency.
However, where ansamount paid/in.exeess 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.
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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, inclu

fees and charges which is sep
/
7
n .

Consumer Prices as published by E

1 ecific provisional estimate of income from
i />m any subsidy from the Community.

1. The fees and char

all be reviewed annually by
reference to the infl of the European Index of
gulation (EC) No 2494/95. A
first review shall be carrigé o
2. The Commission shall
significant information beco ngu_‘ b tio to the underlying assumptions for

anticipated income and expenditur tr /. At the latest, by 1 January 2013, the

e
Commission shall re\ﬂ}fw this Regulation ,vLithArgé\nd it, if appropriate, taking

into account in parti

r the costs of lated costs of the services

provided by the compgnt authorities ember Sta@s.

¢ a Articl&-23

AUYINEYHEINT
This Regulationwéhall enter into foro€ on the thirdsday following itsspublication in the
Officia@nﬂﬂf asﬁ_‘aeg m&m%@nms&llfqeaw&rlg in its entirety
and diregtly applicable in all Member States.
Done at Brussels, 16 April 2008.
For the Commission
Gunter Verheugen

Vice-President
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Fees for registrations submitted under Articles 6, 7 or 11 of Regulation (EC) No

1907/2006

Table 1

Standard fees

(EUR)
Individual Joint
submission submission
Fee for substances in the ra 1600 1200
Fee for substances in the'range 00 tonne 4300 3225
R e
Fee for substances in the 'jﬂ#ﬂ& nes 11500 8625
i \X\‘*@.‘x‘
Fee for substances abdle 1000dofdes 4 4 | 31000 23250
(EUR)
Micro Micro
enterpr 2ROris enterprise enterprise
(Ind@iual (Jom (Individual (Joint
submiS}io submission) | submission) | submission) | submission) | submission)
s
AU NUNTHIIAS
Fee for substance tl J 14!0 160 120
in the range of 1 to & P Y
0= WYRIATO YUIINYVA Y
Fee for substances 3010 2258 1720 1290 430 323
in the range 10 to
100 tonnes
Fee for substances 8050 6038 4600 3450 1150 863
in the range 100 to
1000 tonnes
Fee for substances 21700 16275 12400 9300 3100 2325
above 1000 tonnes
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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)

Joint submission

Fee
Medium
enterprise
(Individual
submission)
Fee 1120

1200
(EUR)
Micro Micro
enterprise enterprise

(Individual (Joint

submission) submission)

160 120

Fees for the upda 0

Avrficla-299 ~AfRa

Standard fees for the update of the tonnage range

gulation (EC) No 1907/2006

(EUR)

AUEINENING TS, [~

700 & 2025

7405

From 1—10.tonnes range to over 1000 tonnes range 29400 22050
From 10-100 tonnes range to 100-1000 tonnes range 7200 5400
From 10-100 tonnes range to over 1000 tonnes range 26700 20025
From 100-1000 tonnes range to over 1000 tonnes range 19500 14625
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Reduced fees for SMEs for the update of the tonnage range
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(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 1890 1080 810 270 203
10-100 tonnes range
From 1-10 tonnes range to 2970 990 743
100-1000 tonnes range
From 1-10 tonnes range to 8820 2940 2205
over 1000 tonnes range
From 10-100 tonnes range 2160 720 540
to 100-1000 tonnes range
From 10-100 tonnes range 8010 2670 2003
to over 1000 tonnes range
From 100-1000 tonnes 5850 1950 1463
range to over 1000 tonnes
range
(EUR)

Type of updat

3

Change in identity oﬂhe registrant involving a‘phange in

981

; Illﬁdua

1500
[

submission (per item)

I : IO T J —
ype of Update Joint submission
submission
Change in the access granted to information in the 1500 1125
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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 1050 600 150
registrant involving a
change in legal
personality
Type of update Medium Medi Small Small Micro Micro
enterprise -\ l’r,;/ﬂer rise enterprise enterprise enterprise
(Individu - k‘ nt Jéal (Joint (Individual (Joint
nission) ubmigion) :@ submission) | submission) | submission)
Change in the access g § 450 150 113
granted to information in NN -
the submission (per item) -

\

Fees for requests ufidef Afticle 10(a)(4i) of Regulation (EC) No 1907/2006

(EUR)

Item for which confideltﬁiality is T Joint

¥ submission
Degree of purity and/or @ntlt 3375
additives fa
Relevant tonna 1125
A study summarlyﬂgr a robust study sur;mary | ’1‘ EI? 3375

- —

o NIRRT UBIINIA Y =
Trade nafe of thelsubsta;c[e o S 1500 T 1125
IUPAC name for non-phase in substances that are 1500 1125
dangerous
IUPAC name for dangerous substances used as 1500 1125
intermediates, in scientific research and development
or product process oriented research and
development




(EUR)

Table 2

Reduced fees for SMEs
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Item for which

confidentiality is requested

Medium Medium
enterprise enterprise
(Individual (Joint

submission) | s

Degree of purity and/or
identity of impurities or

additives

3150

Relevant tonnage band

A study summary or a

robust study summary

31

1-:"?\ v

Information in the safety

data sheet

Trade name of the

substance

IUPAC name for non-
phase in substances that

are dangerous

1050

"H. A

IUPAC name for
dangerous substances
used as intermediates, in
scientific research and
development or pro

t
U

and development

7
e AN YN TN Y

Small Small Micro Micro
enterprise enterprise enterprise enterprise

(Individual (Joint (Individual (Joint

mission) | submission) | submission) | submission)
1350 450 338
:‘._{-r

S| 450 150 113

350 450 338

300 225

0 150 113

450 150 113

150 113

2
1173

AANIUAN NN Y
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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
Reduced fee for medium enter
Reduced fee for small ente
Reduced fee for micro
(EUR)

1;r
Reduced charge for micro ente[px

_,la_p"'uj.-'!‘l ;J
e
(A
-

A,

of Regulation (EC) No

ﬂummﬁ%ﬂmmm

Base fee EUI¥5000O .

Additional fee per use EUR 10000

Additional fee per applicant Additional applicant is not an SME: EUR 37500

Additional applicant is a medium enterprise: EUR

30000

Additional applicant is a small enterprise: EUR 18750

Additional applicant is a micro enterprise: EUR 5625
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Table 2
Reduced fees for medium enterprises
Base fee EUR 40000
Additional fee per substance EUR 8000
Additional fee per use EUR 8000
Additional fee per applicant Additional applicant is a Medium enterprise: EUR
30000

= ‘S\‘:! dteflicant is 2 Small enterprise: EUR

4 (Tabigs

L
ed fees for'small enterprises

Base fee

VEUR 25000

Additional fee per substance

Additional fee per use
Th il

Additionalapplicant+s-a small enterprise: EUR
i N

Additional applicant is a micro enterprise: EUR

Additional fee per applican:

v ¢ o o/
qq W,] a ﬁ Qc?bed ees for mgo’e;nty]rprigelsf] a E]
Base fee EUR 7500
Additional fee per substance EUR 1500
Additional fee per use EUR 1500
Additional fee per applicant Additional applicant: EUR 5625
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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 50000

EURM Q00
i 0

Additional charge per use

Additional charge per substanc \\\ ,C;)

Additional charge per ap or-..._. Aq'imo@nt is not an SME: EUR 37500

/ onal applicant is a Medium enterprise: EUR
llN

.. * tlsaSmaIIenterpnse EUR

D a‘his a Micro enterprise: EUR

,

nterprises

Base charge EUR 40000
Add | ch ﬁ a 0
itional cha
M Tab]
Additional chargﬁ per substance EUR 8000

RS O AT T

Additional applicant is a small enterprise: EUR

18750

Additional applicant is a micro enterprise: EUR

5625
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Table 3

Reduced charges for small enterprises

Base charge EUR 25000

Additional charge per use EUR 5000

Additional charge per substance EUR 5000

Additional charge per applicant Additional applicant is a small enterprise: EUR

N
//ﬁl@ \\\\

Additional charge per us IA% W\\

Additional charge per substance

Additional charge per applicant: = diti oplicant is a Micro enterprise: EUR

ﬂ‘UEl’J‘VIEWlﬁWEI']ﬂ?
Qﬁqﬁﬁﬂ‘iﬁuﬂ'ﬂﬂmﬂﬂﬂ
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ANNEX VIII
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 1 f“‘- /2006 2200
Article 27 or 30 of Regulation (F __:\ 4400
Article 51 of Regulation (E ' 6600
(EUR)
Appeal against degisio Fee
Article 9 or 20 of Regulatio 1800
Article 27 or 30 of Regulatio 3600
Article 51 of Regulation (EC) No £ ‘ 5400

X
J

AULINENINYINS
RINNTNUNINYAY
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