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(Non-legislative acts)

REGULATIONS

COMMISSION IMPLEMENTING REGULATION (EU) No 237/2012
of 19 March 2012

concerning the authorisation of alpha-galactosidase (EC 3.2.1.22) produced by Saccharomyces

cerevisiae (CBS 615.94) and endo-1,4-beta-glucanase (EC 3.2.1.4) produced by Aspergillus niger

(CBS 120604) as a feed additive for chickens for fattening (holder of authorisation Kerry
Ingredients and Flavours)

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union,

Having regard to Regulation (EC) No 1831/2003 of the
European Parliament and of the Council of 22 September
2003 on additives for use in animal nutrition ('), and in
particular Article 9(2) thereof,

Whereas:

(1) Regulation (EC) No 1831/2003 provides for the auth-
orisation of additives for use in animal nutrition and
for the grounds and procedures for granting such auth-
orisation.

(20 In accordance with Article 7 of Regulation (EC) No
1831/2003, an application was submitted for the auth-
orisation of alpha-galactosidase (EC 3.2.1.22) produced
by Saccharomyces cerevisiae (CBS 615.94) and endo-1,4-
beta-glucanase (EC 3.2.1.4) produced by Aspergillus niger
(CBS 120604). That application was accompanied by the
particulars and documents required under Article 7(3) of
Regulation (EC) No 1831/2003.

(3)  The application concerns the authorisation of alpha-
galactosidase (EC 3.2.1.22) produced by Saccharomyces
cerevisidae (CBS 615.94) and endo-1,4-beta-glucanase (EC
3.2.1.4) produced by Aspergillus niger (CBS 120604) as a
feed additive for chickens for fattening, to be classified in
the additive category ‘zootechnical additives'.

() OJ L 268, 18.10.2003, p. 29.

(4)  The European Food Safety Authority (the Authority)
concluded in its opinion of 17 November 2011 (})
that, under the proposed conditions of use, the prep-
aration of alpha-galactosidase (EC 3.2.1.22) produced
by Saccharomyces cerevisiae (CBS 615.94) and endo-1,4-
beta-glucanase (EC 3.2.1.4) produced by Aspergillus niger
(CBS 120604) does not have an adverse effect on animal
health, human health or the environment, and that its
use can improve the final body weight in chickens for
fattening. The Authority does not consider that there is a
need for specific requirements of post-market moni-
toring. It also verified the report on the method of
analysis of the feed additive in feed submitted by the
Reference Laboratory set up by Regulation (EC) No
1831/2003.

(5)  The assessment of the preparation of alpha-galactosidase
(EC 3.2.1.22) produced by Saccharomyces cerevisiae (CBS
615.94) and endo-1,4-beta-glucanase (EC 3.2.1.4)
produced by Aspergillus niger (CBS 120604) shows that
the conditions for authorisation, as provided for in
Article 5 of Regulation (EC) No 1831/2003, are satisfied.
Accordingly, the use of this preparation should be auth-
orised as specified in the Annex to this Regulation.

(6)  The measures provided for in this Regulation are in
accordance with the opinion of the Standing
Committee on the Food Chain and Animal Health,

HAS ADOPTED THIS REGULATION:

Article 1

The preparation specified in the Annex, belonging to the
additive category ‘zootechnical additives’ and to the functional
group ‘digestibility enhancers’, is authorised as an additive in
animal nutrition, subject to the conditions laid down in that
Annex.

() EFSA Journal 2011; 9(12):2451.
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Article 2

This Regulation shall enter into force on the twentieth 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, 19 March 2012.

For the Commission
The President
José Manuel BARROSO



ANNEX
Minimum Maximum
s . . content content
Identification Name of the holder - Composition, chemical formula, description, analytical Species or Maximum . End of period of
number of o Additive category of . L Other provisions L
the additive of authorisation method animal age Units of activity/kg of complete authorisation
feedingstuff with a moisture
content of 12 %
Category of zootechnical additives. Functional group: digestibility enhancers
4al7 Kerry Ingredients | Alpha- Additive composition Chickens — 50 U alpha- — . In the directions for use of | 9 April 2022
and Flavours galactosidase for galactosidase the additive and
Preparation of alpha-galactosidase (EC 3.2.1.22) | fattening premixture, indicate the
(EC 3.2.1.22) | produced by Saccharomyces cerevisiae (CBS 615.94) 285 U endo- storage temperature,
and  endo-1,4-beta-glucanase  (EC  3.2.1.4) 1,4-beta- storage life, and stability to
Endo-1,4-beta- | produced by Aspergillus niger (CBS 120604), glucanase pelleting.
glucanase solid form, with a minimum activity of:
. Maximum recommended
(EC 3.2.1.4) — 1000 U (! alpha-galactosidase/g dose:

— 5700U (3 endo-1,4-beta-glucanase/g

Characterisation of the active substance

Alpha-galactosidase produced by Saccharomyces
cerevisiae (CBS 615.94) Endo-1,4-beta-glucanase
produced by Aspergillus niger (CBS 120604)

Method of Analysis (%)

Determination:
— colorimetric method measuring  p-nitro-
phenol released by action of alpha-

galactosidase  from  p-nitrophenyl-alpha-
galactopyranoside substrate,

— colorimetric method measuring water soluble
dye released by action of endo-1,4-beta-
glucanase from azurine-crosslinked barley
glucan substrate.

— 100 U alpha-galactosi-
dase/kg

— 570 U endo-1,4-beta-
glucanase/kg.

. For safety: breathing

protection, glasses and
gloves shall be used during
handling.

(") 1U is the amount of the enzyme which liberates 1 pmol of p-nitrolphenol per minute from p-nitrophenyl-alpha-galactopyranoside (pNPG) at pH 5,0 and 37 °C.
() 1U is the amount of the enzyme which liberates 1 mg of reducing sugar (glucose equivalent) per minute from beta-glucan at pH 5,0 and 50 °C.
(’) Details of the analytical methods are available at the following address of the Reference Laboratory: http://irmm.jrc.ec.ecuropa.eu/EURLs/EURL_feed_additives/Pages/index.aspx
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COMMISSION IMPLEMENTING REGULATION (EU) No 238/2012
of 19 March 2012

entering a name in the register of protected designations of origin and protected geographical
indications [Sel de Guérande | Fleur de sel de Guérande (PGI)]

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union,

Having regard to Council Regulation (EC) No 510/2006 of
20 March 2006 on the protection of geographical indications
and designations of origin for agricultural products and food-
stuffs (), and in particular the first subparagraph of Article 7(4)
thereof,

Whereas:

(1)  Pursuant to the first subparagraph of Article 6(2) of
Regulation (EC) No 510/2006, France's application to
register the name ‘Sel de Guérande | Fleur de sel de
Guérande’ (PGI) was published in the Official Journal of
the European Union (3).

(2)  As no statement of objection under Article 7 of Regu-
lation (EC) No 510/2006 has been received by the
Commission, that name should therefore be entered in
the register.

(3)  However, in accordance with the second subparagraph of
Article 13(3) of Regulation (EC) No 510/2006, a transi-
tional period may be set for undertakings established in
the Member State in which the geographical area is
located, provided that the undertakings concerned have
legally marketed the products in question, using the
names concerned continuously for at least five years
preceding the date of the publication referred to in

Article 6(2) of that Regulation, and have noted that point
in the national objection procedure referred to in
Article 5(5) thereof.

(4 In a letter received on 22 February 2011, the authorities
of the French Republic confirmed to the Commission
that the undertakings established on their territory and
listed in Annex II to this Regulation meet the conditions
set out in the second subparagraph of Article 13(3) of
Regulation (EC) No 510/2006.

(5)  Those undertakings are therefore allowed to continue to
use the registered name ‘Sel de Guérande/Fleur de sel de
Guérande’ (PGI) during a transitional period of five years
from the entry into force of this Regulation,

HAS ADOPTED THIS REGULATION:

Article 1

The name contained in Annex I to this Regulation shall be
entered in the register.

The undertakings listed in Annex II to this Regulation may,
however, continue to use that name for a period of five years
from the date of entry into force of this Regulation.

Article 2

This Regulation shall enter into force on the twentieth day
following that of 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, 19 March 2012.

() OJ L 93, 31.3.2006, p. 12.
() O] C 189, 29.6.2011, p. 42.

For the Commission,
On behalf of the President,

Dacian CIOLOS
Member of the Commission
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ANNEX I

Foodstuffs referred to in Annex I to Regulation (EC) No 510/2006:
FRANCE
Sel de Guérande | Fleur de sel de Guérande (PGI)
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ANNEX 11

Undertakings allowed to continue to use the registered name ‘Sel de Guérande[Fleur de sel de Guérande’ (PGI)
during a transitional period of five years from the entry into force of this Regulation

Name Company Address 1 Address 2 Municipality
ANEZO Thierry Route du Lamy 44420 MESQUER
ARNOULD Nicolas Pen d’Hué 44350 ST MOLF
AUBE Didier Rue des Gabelous Boulay 44350 ST MOLF
BAHOLET Sylvain 133 av. de I'Océan 44510 LE POULIGUEN
BALAY Alain 3 rue de Treraly 44420 LA TURBALLE
BARON Julien 9 bis rue de la Gare 44740 BATZ SUR MER
BENISTY Daniel 59 route du Lany 44420 MESQUER
BERNIER Gilles Village de Guéniguen 44350 GUERANDE
BILLAUD Anthony 46 bis rue de la Grand- 44740 BATZ SUR MER

Vallée
BIRKER Philippe 50 rue des Cordiers 44490 LE CROISIC
BODIGUEL Francois Kerneve 44350 GUERANDE
Xavier
BOULEAU Stéphane | Sté I'CEillet de Kergaigne n® 25 44350 GUERANDE
Guérande
BOURDIC Erwan Sté LE 33 rue de Cornen 44510 LE POULIGUEN
NATURSEL
BOURSE Jean-Philippe 14 route de Brandu 44420 PIRIAC SUR MER
CALAME Florence La Métairie Neuve La Petite 44350 GUERANDE
Garenne

CHARTEAU Lionel 2 rue de Bellevue 44350 ST MOLF
CHOPIN-LEHUEDE 6 rue des Saulniers 44740 BATZ SUR MER
A-Marie
CONSTANT Guy 12 chemin de Pelue 44510 LE POULIGUEN
CONSTANT Philippe 18 rue des Pradeleaux 44350 GUERANDE
DANIEL Laurent 9 ter route du Bas Brivin 44500 LA BAULE
DANIEL Patrick 4 av. de Kerban 44740 BATZ SUR MER
DELETTRE Serge 7 bis rue des Parcs du Bourg 44410 ST LIPHARD
DINELLI Danielle 20 rue du Ber SAILLE 44350 GUERANDE
DIVOT Tony 77 rue du Port 56760 PENESTIN
DONINI Pascal 9 rue des Goélands 44740 BATZ SUR MER
DRUENNE Fabien La Butte 44350 ST MOLF
DUPIN DE BEYSSAT 9 bd Guy de Champsavin 44800 LA BAULE
Antoine
DURAND Damien 7 av. des Moulins 44380 PORNICHET
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Name Company Address 1 Address 2 Municipality
DURAND Frangois 7 av. des Moulins 44380 PORNICHET
GRIVAUD Franck & Route de la Turballe SAILLE 44350 GUERANDE
Emmanuelle
GUERCHAIS 62 route de Guérande TREGATE 44740 BATZ SUR MER
Chrystelle
GUERIN André Yves 12 rue de la Saliniére 44740 BATZ SUR MER
GUERIN Nicolas 10 imp. de la Bordane 44740 BATZ SUR MER
GUIBERT Christophe | EURL GUIBERT | 44 rue Lamartine 44350 GUERANDE
GUILLAUME Denis 54 rue H. Bournouveau 44420 LA TURBALLE
GUILLOTIN 7 rue de Kervaudet 44420 LA TURBALLE
Dominique
HASPOT J-Paul 31 rue des Etaux 44740 BATZ SUR MER
HERVY Gilles Meliniac 44420 PIRIAC SUR MER
JOACHIM Stéphane Ile de Goben Route de St 44350 GUERANDE

André des Eaux
JUBE Daniel 5 rue Sully 44420 LA TURBALLE
JUBE René 22 rue Sully 44420 LA TURBALLE
JUVIN Hélene Le Lany 44420 MESQUER
LACOURBAS Bruno 62 route de Guérande TREGATE 44740 BATZ SUR MER

LARDEUX Sandrine

18 route de Berigo

Zone Artisanale

44740

BATZ SUR MER

LECERF-HASPOT
Sandrine

31 rue des Etaux

44740

BATZ SUR MER

LEGAL Marc 4 rue de la Fontaine MOUZAC 44350 GUERANDE
LEHUEDE Bernard 4 rue des Saulniers 44740 BATZ SUR MER
LEHUEDE Hervé 18 av. Marguerite Jean 44500 LA BAULE
LEHUEDE Marie- Le Fournil TREGATE 44740 BATZ SUR MER

Thérése

LEHUEDE Raphaél

54 route de Guérande

44740

BATZ SUR MER

LESCAUDRON J-Paul

39 route de Trégate

44740

BATZ SUR MER

LESCAUDRON 11 Chemin de Kermabon 44740 BATZ SUR MER
Sébastien

MACE Antoine 24 rue Basse Saillé 44350 GUERANDE
MACE J-Frangois 19 rue des Prés Garnier 44350 GUERANDE
MAGRE Alice 46 bis rue de la Grand- 44740 BATZ SUR MER

Vallée

MENARD Philippe

3 Chemin de Barnabé

44420

LA TURBALLE

MOIZAN Damy

42 route de Kerlan

44740

BATZ SUR MER

MOIZAN-BOURSE
Marcelle

42 route de Kerlan

44740

BATZ SUR MER
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Name Company Address 1 Address 2 Municipality
MORICE Denis Imp. Des Prés Leberre TREGATE 44740 BATZ SUR MER
MOUILLERON Olivier Chemin Bérigo 44740 BATZ SUR MER
Yves Michel
NIGET Paul 605 Bd de Lauvergnac 44420 LA TURBALLE
NOURY Joél 44 rue des Goélands 44740 BATZ SUR MER
PAIN Frangois 10 route de la Pigeonniére 44740 BATZ SUR MER
PAIN Gérard Route de Beauregard 44740 BATZ SUR MER
PAIN Guillaume 4 allée des Avocettes 44740 BATZ SUR MER
Hervé
PAIN Jonathan- 5 lot. de Trémondais 44740 BATZ SUR MER
Valérick
PAIN-LESCAUDRON 4 allée des Avocettes 44740 BATZ SUR MER
Brigitte
PAULAY Stéphane Chemin des Prés Richard TREGATE 44740 BATZ SUR MER
PICHON J-Paul 42 rue de Kerbouchard 44740 BATZ SUR MER
PICHON Patrick 7 route de Bérigo 44740 BATZ SUR MER
PICHON Théophile 55 av. Moreau 44510 LE POULIGUEN
PROCKTER Pascal N° 51 Kerlagadec 44420 MESQUER
PRAUD Didier SEL QUE 74 av. Guy de La Morandais 44500 LA BAULE

JAIME
REMINIAC Sylvain 7 Faubourg St Michel 44350 GUERANDE
RIO Gwénaél TRAD Y SEL 9 rue Olivier Guichard La Masse 44740 BATZ SUR MER
SA
RIO Louis-Charles EURL RIO ZA de Prad Velin BP 37 44740 BATZ SUR MER
RIVALANT Aubin et | GAEC HOLEN | 33 route de Kermoisan 44740 BATZ SUR MER
Jean BREIZH
RIVALANT J-Yves 27 rue de Poulan 44740 BATZ SUR MER
RIVRON J. & E. 7 chemin des Pierreries ST MARC SUR | 44600 ST NAZAIRE
MER
SORIN Anne-Laure 11 Chemin de Kermabon 44740 BATZ SUR MER
THIERY Sylvie 7 grand-Venelle ROFFIAT 44740 BATZ SUR MER
TILLARD Pierrick 33 route de Pradel 44350 GUERANDE
TILLEUL Dominique 14 rue du commerce 44510 LE POULIGUEN
TRIGODET Joél Le Haut Langatre 44410 HERBIGNAC
TRIMAUD Mickaél 1930 ROUTE DE Fan 44420 LA TURBALLE
Coispéan
VINET Daniel 19 rue de la Pigeonniere 44740 BATZ SUR MER
VINET Sylvain 11 rue de la Perseiverence 44490 LE CROISIC
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COMMISSION IMPLEMENTING REGULATION (EU) No 239/2012
of 19 March 2012

establishing the standard import values for determining the entry price of certain fruit and
vegetables

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union,

Having regard to Council Regulation (EC) No 12342007 of
22 October 2007 establishing a common organisation of agri-
cultural markets and on specific provisions for certain agri-
cultural products (Single CMO Regulation) (1),

Having regard to Commission Implementing Regulation (EU)
No 543/2011 of 7 June 2011 laying down detailed rules for
the application of Council Regulation (EC) No 1234/2007 in
respect of the fruit and vegetables and processed fruit and
vegetables sectors (2), and in particular Article 136(1) thereof,

Whereas:
(1) Implementing Regulation (EU) No 543/2011 lays down,

pursuant to the outcome of the Uruguay Round multi-
lateral trade negotiations, the criteria whereby the

Commission fixes the standard values for imports from
third countries, in respect of the products and periods
stipulated in Annex XVI, Part A thereto.

(2)  The standard import value is calculated each working
day, in accordance with Article 136(1) of Implementing
Regulation (EU) No 543/2011, taking into account
variable daily data. Therefore this Regulation should
enter into force on the day of its publication in the
Official Journal of the European Union,

HAS ADOPTED THIS REGULATION:
Article 1

The standard import values referred to in Article 136 of Imple-
menting Regulation (EU) No 543/2011 are fixed in the Annex
to this Regulation.

Article 2

This Regulation shall enter into force on the day of 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, 19 March 2012.

() O] L 299, 16.11.2007, p. 1.
() O] L 157, 15.6.2011, p. 1.

For the Commission,
On behalf of the President,

José Manuel SILVA RODRIGUEZ

Director-General for Agriculture and
Rural Development
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ANNEX

Standard import values for determining the entry price of certain fruit and vegetables

(EUR/100 kg)
CN code Third country code (') Standard import value
0702 00 00 IL 139,1
JO 64,0
MA 53,3
TN 89,4
TR 101,8
77 89,5
0707 00 05 JO 120,0
TR 175,0
77 147,5
0709 91 00 EG 76,0
77 76,0
0709 93 10 JO 225,1
MA 61,8
TR 122,7
77 136,5
080510 20 EG 54,3
IL 75,8
MA 50,2
TN 60,6
TR 68,3
77 61,8
0805 50 10 EG 69,3
TR 48,5
77 58,9
0808 10 80 AR 89,5
BR 84,0
CA 125,0
CL 100,1
CN 87,5
MK 31,8
uUs 143,4
[9)'¢ 74,9
ZA 119,9
77 95,1
0808 30 90 AR 97,1
CL 136,8
CN 47,3
ZA 92,4
77 93,4

(") Nomenclature of countries laid down by Commission Regulation (EC) No 1833/2006 (O] L 354, 14.12.2006, p. 19). Code ‘ZZ’ stands
for ‘of other origin’.
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COMMISSION IMPLEMENTING REGULATION (EU) No 240/2012
of 19 March 2012

on the issue of import licences for applications lodged during the first seven days of March 2012
under the tariff quotas opened by Regulation (EC) No 5332007 for poultrymeat

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union,

Having regard to Council Regulation (EC) No 12342007 of
22 October 2007 establishing a common organisation of agri-
cultural markets and on specific provisions for certain agri-
cultural products (Single CMO Regulation) ('),

Having regard to Commission Regulation (EC) No 1301/2006
of 31 August 2006 laying down common rules for the admin-
istration of import tariff quotas for agricultural products
managed by a system of import licences (%), and in particular
Article 7(2) thereof,

Having regard to Commission Regulation (EC) No 533/2007 of
14 May 2007 opening and providing for the administration of
tariff quotas in the poultrymeat sector (}), and in particular
Article 5(6) thereof,

Whereas:

(1) Regulation (EC) No 533/2007 opened tariff quotas for
imports of poultrymeat products.

(2)  The applications for import licences lodged during the
first seven days of March 2012 for the subperiod from
1 April to 30 June 2012 relate, for some quotas, to
quantities exceeding those available. The extent to
which import licences may be issued should therefore
be determined by establishing the allocation coefficient
to be applied to the quantities requested,

HAS ADOPTED THIS REGULATION:

Article 1

The quantities for which import licence applications have been
lodged under Regulation (EC) No 5332007 for the subperiod
from 1 April to 30 June 2012 shall be multiplied by the
allocation coefficients set out in the Annex to this Regulation.

Atticle 2
This Regulation shall enter into force on 20 March 2012.

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

Done at Brussels, 19 March 2012.

OJ L 299, 16.11.2007, p. 1.
() O] L 238, 1.9.2006, p. 13.
0J L 125, 15.5.2007, p. 9.

For the Commission,
On behalf of the President,

José Manuel SILVA RODRIGUEZ

Director-General for Agriculture and
Rural Development
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ANNEX

Allocation coefficient for import licence applications lodged for the subperiod from

Group No Order No 1.4.2012-30.6.2012
(%)
P1 09.4067 3,335053
pP3 09.4069 0,378598
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COMMISSION IMPLEMENTING REGULATION (EU) No 241/2012
of 19 March 2012

on the issue of import licences for applications lodged during the first seven days of March 2012
under the tariff quotas opened by Regulation (EC) No 539/2007 for certain products in the egg
sector and for egg albumin

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union,

Having regard to Council Regulation (EC) No 12342007 of
22 October 2007 establishing a common organisation of agri-
cultural markets and on specific provisions for certain agri-
cultural products (single CMO Regulation) (1),

Having regard to Commission Regulation (EC) No 1301/2006
of 31 August 2006 laying down common rules for the admin-
istration of import tariff quotas for agricultural products
managed by a system of import licences (%), and in particular
Article 7(2) thereof,

Having regard to Commission Regulation (EC) No 539/2007 of
15 May 2007 opening and providing for the administration of
tariff quotas in the egg sector and for egg albumin (}), and in
particular Article 5(6) thereof,

Whereas:

(1)  Regulation (EC) No 539/2007 opened tariff quotas for
imports of egg products and egg albumin.

(2)  The applications for import licences lodged during the
first seven days of March 2012 for the subperiod from
1 April to 30 June 2012 relate, for some quotas, to
quantities exceeding those available. The extent to
which import licences may be issued should therefore
be determined by establishing the allocation coefficient
to be applied to the quantities requested,

HAS ADOPTED THIS REGULATION:

Article 1

The quantities for which import licence applications have been
lodged under Regulation (EC) No 539/2007 for the subperiod
from 1 April to 30 June 2012 shall be multiplied by the
allocation coefficients set out in the Annex hereto.

Atticle 2
This Regulation shall enter into force on 20 March 2012.

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

Done at Brussels, 19 March 2012.

OJ L 299, 16.11.2007, p. 1.
() O] L 238, 1.9.2006, p. 13.
0] L 128, 16.5.2007, p. 19.

For the Commission,
On behalf of the President,

José Manuel SILVA RODRIGUEZ

Director-General for Agriculture and
Rural Development
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ANNEX

Group No

Order No

Allocation coefficient for import licence applications lodged for the subperiod
from 1.4.2012-30.6.2012
(%)

E2

09.4401

26,424965
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COMMISSION IMPLEMENTING REGULATION (EU) No 242/2012
of 19 March 2012

on the issue of import licences for applications lodged during the first seven days of March 2012
under the tariff quota opened by Regulation (EC) No 1385/2007 for poultrymeat

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union,

Having regard to Council Regulation (EC) No 12342007 of
22 October 2007 establishing a common organisation of agri-
cultural markets and on specific provisions for certain agri-
cultural products (Single CMO Regulation) ('),

Having regard to Commission Regulation (EC) No 1301/2006
of 31 August 2006 laying down common rules for the admin-
istration of import tariff quotas for agricultural products
managed by a system of import licences (3), and in particular
Article 7(2) thereof,

Having regard to Commission Regulation (EC) No 1385/2007
of 26 November 2007 laying down detailed rules for the appli-
cation of Council Regulation (EC) No 774/94 as regards
opening and providing for the administration of certain
Community tariff quotas for poultrymeat (*), and in particular
Article 5(6) thereof,

Whereas:

The applications for import licences lodged during the first
seven days of March 2012 for the subperiod from 1 April to
30 June 2012 relate, for some quotas, to quantities exceeding
those available. The extent to which import licences may be
issued should therefore be determined by establishing the allo-
cation coefficient to be applied to the quantities requested,

HAS ADOPTED THIS REGULATION:

Article 1

The quantities for which import licence applications have been
lodged for the subperiod from 1 April to 30 June 2012 under
Regulation (EC) No 1385/2007 shall be multiplied by the allo-
cation coefficients set out in the Annex hereto.

Article 2

This Regulation shall enter into force on 20 March 2012.

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

Done at Brussels, 19 March 2012.

OJ L 299, 16.11.2007, p. 1.
() O] L 238, 1.9.2006, p. 13.
0] L 309, 27.11.2007, p. 47.

For the Commission,
On behalf of the President,

José Manuel SILVA RODRIGUEZ

Director-General for Agriculture and
Rural Development
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ANNEX

Allocation coefficient for import licence applications lodged for the

Group No Order No subperiod from 1.4.2012-30.6.2012
)
1 09.4410 0,320206
3 09.4412 0,362584
4 09.4420 0,365633
6 09.4422 0,369007
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DECISIONS

COUNCIL DECISION 2012/158/CFSP
of 19 March 2012

amending Decision 2011/173/CFSP concerning restrictive measures in view of the situation in
Bosnia and Herzegovina

THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on European Union and, in
particular Article 29 thereof,

Whereas:

(1)  On 21 March 2011, the Council adopted Decision
2011/173/CESP ().

(2)  On the basis of a review of Decision 2011/173/CFSP, the
restrictive measures should be renewed until 22 March
2013.

(3)  Decision 2011/173|CFSP should be amended accord-
ingly,

() OJ L 76, 22.3.2011, p. 68.

HAS ADOPTED THIS DECISION:

Article 1

In Article 6 of Decision 2011/173/CFSP, the second paragraph
is replaced by the following:

"This Decision shall apply until 22 March 2013.".
Atticle 2

This Decision shall enter into force on the date of its adoption.

Done at Brussels, 19 March 2012.

For the Council
The President
M. GJERSKOV
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COUNCIL DECISION 2012/159/CFSP
of 19 March 2012

amending Decision 2011/172/CFSP concerning restrictive measures directed against certain persons,
entities and bodies in view of the situation in Egypt

THE COUNCIL OF THE EUROPEAN UNION, ‘Article 5

This Decision shall enter into force on the date of its

Having regard to the Treaty on European Union, and in adoption.

particular Article 29 thereof,

This Decision shall apply until 22 March 2013.

Whereas:
(1) ~ On 21 March 2011, the Council adopted Decision This Decision shall be kept under constant review. It shall be
2011/172/CFSP (). renewed, or amended as appropriate, if the Council deems

that its objectives have not been met..

(2)  On the basis of a review of Decision 2011/172/CFSP, the
restrictive measures should be extended until 22 March Article 2
2013.
This Decision shall enter into force on the date of its adoption.
(3)  Decision 2011/172/CFSP should be amended accord-
ingly,
Done at Brussels, 19 March 2012.
HAS ADOPTED THIS DECISION:

Article 1 For the Council
Article 5 of Decision 2011/172/CFSP is replaced by the The President
following: M. GJERSKOV

() OJ L 76, 22.3.2011, p. 63.
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COMMISSION DECISION

of 1 March 2012

concerning the national provisions notified by the German Federal Government maintaining the

limit values for lead, barium, arsenic, antimony, mercury and nitrosamines and nitrosatable

substances in toys beyond the entry into application of Directive 2009/48/EC of the European
Parliament and of the Council on the safety of toys

(Only the German text is authentic)

(Text with EEA relevance)

(2012/160/EU)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union, and in particular Article 114(4) and (6) thereof,

Whereas:

FACTS

On 20 January 2011, the German Federal Government
requested the Commission, pursuant to Article 114(4)
TFEU, the permission to retain the existing provisions
provided in German law for the five elements: lead,
arsenic, mercury, barium and antimony, as well as for
nitrosamines and nitrosatable substances released from
toy material, beyond the date of entry into force of
Annex II, Part III, to Directive 2009/48/EC of the
European Parliament and of the Council of 18 June
2009 on the safety of toys () (hereinafter ‘the Directive’).

Article 114(4) and (6) TFEU
Article 114(4) and (6) TFEU provides:

‘4, If, after the adoption by the Council or by the
Commission of a harmonisation measure, a Member
State deems it necessary to maintain national provisions
on grounds of major needs referred to in Article 36, or
relating to the protection of the environment or the
working environment, it shall notify the Commission
of these provisions as well as the grounds for main-
taining them.

6. The Commission shall, within six months of the
notifications (...), approve or reject the national
provisions involved after having verified whether or not
they are a means of arbitrary discrimination or a
disguised restriction to trade between Member States
and whether or not they shall constitute an obstacle to
the functioning of the internal market.

() O] L 170, 30.6.2009, p. 1.

In the absence of a Decision by the Commission within
this period the national provisions referred to in para-
graphs 4 (...) shall be deemed to have been approved.

When justified by the complexity of the matter and in
the absence of danger for human health, the Commission
may notify the Member State concerned that the period
referred to in this paragraph may be extended for a
further period of up to six months.’

The Directive

The Directive lays down rules on the safety of toys and
on their free movement in the European Union.
According to Article 54, Member States shall bring
into force national provisions complying with this
Directive by 20 January 2011, and they shall apply
them as from 20 July 2011. Part IIl of Annex II to the
Directive will be applicable as from 20 July 2013.

The Directive contains, in Annex II, Part III, point 8§,
specific values for nitrosamines and nitrosatable
substances. These substances shall be prohibited for use
in toys intended for use by children under 36 months or
in other toys intended to be placed in the mouth if the
migration of the substances is equal to or higher than
0,05 mg/kg for nitrosamines and 1mg/kg for nitro-
satable substances. Point 13 of Part III of Annex II to
the Directive contains specific migration limits for several
elements, including lead, arsenic, mercury, barium and
antimony. Three different migration limits exist, related
to the type of toy material: dry, brittle, powder-like or
pliable toy material, liquid or sticky toy material and
scraped-off toy material. The following limits shall
respectively not be exceeded: 13,5, 3,4 and 160 mg/kg
for lead, 3,8, 0,9 and 47 mg/kg for arsenic, 7,5, 1,9 and
94 mg/kg for mercury, 4 500, 1 125 and 56 000 mg/kg
for barium, and 45, 11,3 and 560 mg/kg for antimony.

The German national provisions

The German Consumer Goods Ordinance (Bedarfsgegen-
standeverordnung) sets requirements for nitrosamines and
nitrosatable substances. These provisions were adopted in
2008, in the context of the absence of specific EU
provisions on nitrosamines and nitrosatable substances
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in toys. The Consumer Goods Ordinance (Bedarfsgegen-
standeverordnung) requires that for nitrosamines and nitro-
satable substances in toys made of natural or synthetic
rubber designed for children under 36 months and
intended or likely to be placed in the mouth, the
amount released as a result of migration must be so
small as not to be laboratory detectable. The abovemen-
tioned Ordinance currently requires the migration of
nitrosamines and nitrosatable substances to be below
0,01 mgfkg for nitrosamines and below 0,1 mg/kg for
nitrosatable substances. The detailed provisions on nitro-
samines and nitrosatable substances are laid down in
Annex 4, point 1.b, and Annex 10, point 6, to the
Consumer Goods Ordinance (Bedarfsgegenstandeverord-
nung), published on 23 December 1997, and most
recently amended by the Ordinance of 6 March 2007.

The Second Equipment and Product Safety Act
Ordinance (Verordnung iiber die Sicherheit von Spielzeug
— 2. GPSGV) concerns in particular the following
elements: lead, arsenic, mercury, barium and antimony.
The limit values for the abovementioned elements
contained in the Second Equipment and Product Safety
Act Ordinance (Verordnung iiber die Sicherheit von Spielzeug
— 2. GPSGV) are those laid down in Council Directive
88/378EEC of 3 May 1988 on the approximation of the
laws of the Member States concerning the safety of
toys (). These limits have been applicable in the EU
since 1990. The maximum daily bioavailability is
0,7 pg for lead, 0,1 pg for arsenic, 0,5 pg for mercury,
25,0 pg for barium, and 0,2ug for antimony. The
detailed provisions on the abovementioned elements are
laid down in § 2 of the Second Equipment and Product
Safety Act Ordinance (Verordnung iiber die Sicherheit von
Spielzeug — 2. GPSGV).

PROCEDURE

With a first letter of its Federal Ministry of Economics
and Technology, received on 20 January 2011, the
German Federal Government requested the Commission,
pursuant to Article 114(4) TFEU, the permission to retain
the existing provisions provided in German law for the
five elements: lead, arsenic, mercury, barium and
antimony, as well as for nitrosamines and nitrosatable
substances released from toy material, beyond the date
of entry into force of Annex II, Part III, to the Directive.
A complete justification of the request has been sent by
the German Federal Government with letter from the
Office of its Permanent Representative, dated 2 March
2011. The detailed justification contained several
annexes including scientific studies on the health
assessment of the abovementioned substances from the
Bundesinstitut fiir Risikobewertung (hereinafter ‘BfR),
dated January 2011.

The Commission confirmed receipt of the request with
letters dated 24 February 2011 and 14 March 2011 and
set the deadline for her reaction to 5 September 2011 in
accordance with Article 114(6) TFEU.

() OJ L 187, 16.7.1988, p. 1.

©)

(10)

(12)

(14)

(15)

By letter of 24 June 2011 the Commission consulted the
other Member States on the notification received from
the German Federal Government. The Commission also
published a notice regarding the notification in the
Official Journal of the European Union () in order to
inform other interested parties of the national provisions
the German Federal Government intends to maintain as
well as the grounds invoked to that effect.

The Commission received comments from The Czech
Republic, Poland, Sweden, and several concerned stake-

holders.

The Czech Republic considers that the measures notified
by Germany constitute a barrier to trade as it will
prevent economic operators complying with the
Directive from placing toys on the German market.
The Czech authorities support a higher level of
protection for children from dangerous chemicals,
however hold the opinion that such measures should
be taken at European level, within the framework of
the Directive.

Poland considers that the German measures are an
obstacle to the free movement of toys within the EU
and therefore unacceptable. Poland holds the opinion
that one Member State can not, unilaterally, maintain
different safety requirements, and create obstacles to
the functioning of the toy market.

Sweden considers the justifications put forward by
Germany as convincing and supports the request.

By letter to the Commission, Toy Industries of Europe,
the European association of writing materials manufac-
turers, the French association of toy manufacturers and
the European Balloons Council shared their concerns
with regard to the obstacles the German measures, if
accepted, will create on the functioning of the toys
internal market.

By Decision of 4 August 2011 (}), the Commission
informed the German Federal Government that,
pursuant to Article 114(6), third subparagraph, TFEU,
the period of 6 months referred to in its first
subparagraph to approve or reject the national provisions
concerning the five elements (lead, arsenic, mercury,
barium and antimony), as well as for nitrosamines and
nitrosatable substances, notified by Germany on 2 March
2011, pursuant to Article 114(4), is extended until
5 March 2012.

(3) O] C 159, 28.5.2011, p. 23.

(}) Commission Decision 2011/510/EU of 4 August 2011 extending
the period referred to in Article 114(6) of the Treaty on the Func-
tioning of the European Union in relation to national provisions
maintaining the limit values for lead, barium, arsenic, antimony,
mercury and nitrosamines and nitrosatable substances in toys
notified by Germany pursuant to Article 114(4) (O] L 214,
19.8.2011, p. 15).
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ASSESSMENT (20) The Directive, adopted in 2009, replaced Directive
88/378/EEC and modernised the legal framework
Admissibility applicable to chemicals, by taking into account the
(16)  The Commission considered, in its Decision of 4 August lritveisstioiaentlﬁc evidences available at the time of the
2011, that the application submitted by Germany with a '
view to obtaining authorisation to maintain its national
provisions on the five elements: lead, arsenic, mercury,
barium and antimony, as well as for nitrosamines and
nitrosatable substances is admissible.

(21)  The limit values for arsenic, lead, antimony, barium and
mercury set out in the Directive are calculated as follows:
based on the recommendations of the Dutch National
Institute for Public Health and the Environment (RIVM)
made in the 2008 report entitled ‘Chemicals in Toys. A

Assessment of merits general methodology for assessment of chemical safety of
) o ) toys with a focus on elements’, exposure of children to
(17)  In accordance with the provisions of Article 114 of the chemicals in toys may not exceed a certain level, called
TFEU, the Commission has to assure that all conditions ‘tolerable daily intake’. Since children are exp(;sed to
e“abh“g a Member State to aveil of Fhe possibilities of chemicals via other sources than toys, only a percentage
derogagop provided for mn this Article are met.. .The of the tolerable daily intake should be allocated to toys.
Cor_n_mlssmn ) ha_s_ to  verify whether the provisions The Scientific Committee on Toxicity, Ecotoxicity and the
notified are justified by the major needs of protection Environment (CSTEE) recommended in its 2004 report
referred to in Article 36, or relating to the environment that a maximum of 10 % of the tolerable daily intake
or worklng. environment. In addition, the Commission may be allocated to toys. However, for particularly toxic
has. Fo verify whether or ngt thesg measures, when substances (for example arsenic, lead, mercury) the
JU.SUﬁ,Ed' are a means of arbitrary discrimination or a Legislator decided that the recommended allocation
disguised  restriction on  trade betwe@n the  Member should not exceed 5% of the tolerable daily intake, in
States, and yvhéther or not they constitute an obstacle order to ensure that only traces that are compatible with
to the functioning of the internal market. good manufacturing practice will be present. In order to
obtain limit values, the maximum percentage of the
tolerable daily intake should be multiplied by the
weight of a child, estimated at 7,5 kg, and divided by
the quantity of toy material ingested, estimated by the
RIVM at 8 mg per day for scraped-off toy material,
(18) The German Federal Government has based its request é?os?;fk)foi ol;frltglqeatz(;i);lm?ﬁgsi aii(;ei?(?nm%nfig 11;1}:1;2
on the need of protection of human health. In support of supported by the Scientific Commitice on Health and
this request, the German authorities provided detailed Environmental Risks (SCHER) in its opinion entitled
justification including scientific studies on the health Risks from organic CMR substances in toys' adopted
assessment of the concerned substances from the BfR. on 18 May 2010. As the tolerable daily };ntake s are
established by scientific studies, and science may
evolve, the Legislator has foreseen the possibility to
amend these limits when new scientific evidence is
made available.
Justification on grounds of major needs
Preliminary remarks
(19)  The limit values for arsenic, lead, antimony, barium and
mercury set out in the Second Equipment and Product (22)  The Directive establishes migration limits, while the

Safety Act Ordinance (Verordnung iiber die Sicherheit von
Spielzeug — 2. GPSGV) are those laid down in Directive
88/378[EEC, applicable in the EU since 1990. These
limits were set out on the basis of scientific evidence
available at that time, namely the scientific opinion of
the Scientific Advisory Committee to examine the
toxicity and ecotoxicity of chemical compounds from
1985, entitled Report EUR 12964(EN), Chapter III
‘Chemical properties of toys. To set up limit values,
estimated food intakes for adults were used as a basis.
It was assumed that children, with an estimated body
weight up to 12kg, would have an intake of
maximum 50 % of the adults’ intake, and that leaking
from toys should not contribute more than 10 %.

national values Germany wants to maintain are
expressed in bioavailability. Bioavailability is defined as
the amount of chemicals which actually comes out of a
toy and can but may not necessarily be absorbed by the
human body. Migration is defined as the amount which
actually comes out of a toy and is actually absorbed by
the human body. The Commission acknowledges that the
bioavailability limits set out in 1990 were transformed in
migration limits in standard EN 71-3 — Migration of
certain elements. However, calculations made for the
purpose of this transformation were approximate. The
tolerable daily intakes used are based on recommen-
dations from 1985. A daily intake of 8 mg of toy
material was assumed, and adjustments were made to
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(24)

(25)

(26)

(27)

minimise the exposure of children to toxic elements by
lowering, for example, the migration limit for barium,
and to ensure analytical feasibility by increasing, for
example, the migration limit for antimony and arsenic.

The Commission notes that standards are not mandatory,
but used on a voluntary basis by industry in the
framework on the conformity assessment procedures
set out in the legislation. In addition, standard EN 71-3
is currently under revision in order to give presumption
of conformity with the new limits values established in
the Directive.

In conclusion, different scientific considerations were
taken into account when establishing the limits under
the Directive and under standard EN 71-3. Those estab-
lished under the Directive are based on a consistent and
transparent  scientific-toxicological approach to ensure
safety, and can therefore be considered as more appro-
priate.

Arsenic — general information

Arsenic is a metal naturally occurring in the earth’s crust.
It occurs in inorganic and numerous organic forms that
differ not only in their physical and chemical properties
but also in their occurrence and toxicity. Activities such
as mining, waste incineration and wood preservation are
the major source for arsenic in the environment.
Drinking water and food (in particular seafood) are the
main source of human exposure. In toys, traces of
arsenic can be found due to the use of natural raw
materials which may be naturally contaminated. Arsenic
is highly toxic for humans, and can impair the central
nervous system, leading to a deterioration of the
cognitive functions. Elevated chronic intake of inorganic
arsenic may have carcinogenic effects.

The migration limits for arsenic in the Directive are based
on the tolerable daily intake established by the Joint Food
and Agriculture Organisation/World Health Organisation
Expert Committee on Food Additives (JECFA) in 1989, as
recommended by RIVM.

The position of the German Federal Government

To support their request, the German authorities refer to
the 2009 EFSA study (') assessing the arsenic effects on
health. In EFSA’s opinion, the tolerable daily intake

(') EFSA Journal 2009; 7(10):1351.

(28)

(29)

(1)

(32)

(33)

established by JECFA in 1989 is no longer appropriate.
In addition, EFSA concluded that no tolerable daily intake
can be established due to scientific uncertainties.

The German authorities pointed out that EFSA
recommends reducing as far as possible exposure to
arsenic, while the limit values for arsenic in scraped-off
materials in the Directive increased compared to the
limits contained in standard EN 71-3.

Also, Germany underlines that toys are the most
significant contribution after food to the overall
exposure of children to arsenic.

In conclusion, Germany requests maintaining national
limits for arsenic.

Evaluation of the position of the German Federal
Government

The Commission was made aware of the 2009 EFSA
study on arsenic, and considered it as new scientific
evidence which may trigger the revision of the arsenic
limit values. The study was sent to the SCHER
committee. In its opinion (), SCHER notes that EFSA
has not derived a tolerable daily intake, but used a
risk-based value. SCHER concluded in previous
opinions (}) that ‘arsenic shows a non-linear dose
response regarding cancer’. Using the present legal limit
for drinking water (10 pg/L) and the food exposure
defined by EFSA for the average consumer, SCHER
concludes that the daily human exposure to arsenic is
approximately 1 pg/kg body weight/day and does not
increase tumour incidence. This value can be used as a
pragmatic tolerable daily intake, and exposure of children
via toys should not exceed 10 %.

The value on which SCHER concluded corresponds to
the tolerable daily intake recommended by RIVM and
used to calculate migration of arsenic from toys in the
Directive. Therefore, the Commission concluded that the
limit values for arsenic should not be amended, as no
new tolerable intake, which may question the level of
protection granted by the Directive, was established.

Furthermore, the Commission would like to stress that
the German authorities justified their request to maintain
national levels for arsenic by referring to the range of
daily intake doses established in the 2009 EFSA study.
The Commission notes that the measures notified do not
appear consistent with this justification. The limits

() SCHER, ‘Evaluation of the Migration Limits for Chemical Elements in

Toys’, adopted on 1 July 2010.
(*) Delivered opinion on the Italian derogation for arsenic in drinking
water (SCHER 2010 c).
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(35)

(37)

(38)

(39)

notified are derived from estimated food intakes estab-
lished in 1985, not from the doses recommended by
EFSA in 2009.

The German authorities further stated that the limits for
arsenic in scraped-off materials (47 mg/kg of material)
increased compared to the limits established in
standard EN 71-3.

The Commission considers that different scientific
considerations were taken into account when establishing
the limits under the Directive and under standard EN 71-
3. Those established under the Directive are based on a
consistent and  transparent  scientific-toxicological
approach to ensure safety, and can therefore be
considered as more appropriate.

The migration limits for arsenic in scraped-off toy
material are based on the tolerable daily intake recom-
mended by RIVM in 2007, and on the assumption that
contribution from toys should not exceed 5 %. This
percentage was multiplied by the estimated weight of a
child (7,5 kg), and divided by the estimated quantity of
toy material ingested (8 mg/kg for scraped off materials).
The migration limits for arsenic in standard EN 71-3
were derived from the bioavailability limits established
in Directive 88/378/EEC, based on estimated food
intakes established in 1985. The calculation method
applied did not take into account the weight of the
child nor the differences between toy materials, as does
the Directive. Thus, the Commission considers the limit
values established in the Directive as more appropriate.

Germany further underlines that toys are the most
significant contribution after food to the overall
exposure of children to arsenic. The Commission notes
that, based on scientific data available (), soils and
treated wood are the most significant contribution after
food to the overall exposure of children to arsenic.
However, regardless of the actual contributions from
different compartments to the overall exposure, the
Legislator considered that contribution from toys
should not exceed 5 % of the overall exposure, in order
to assure safety.

In the light of the above considerations, the Commission
is of the opinion that the measures notified by Germany
with regard to arsenic can not be considered as justified
on grounds of major need of protection of human
health.

Antimony — general information

Antimony is a semi-metallic chemical element which can
exist in two forms, namely metallic and non-metallic
form. Antimony occurs naturally in the environment,

() RIVM, Agency for toxic substances and Disease Registry (ATSDR)

2007

(40)

(41)

(42)

(43)

but also enters the environment through several
industrial applications. Antimony is used to make
certain types of semi-conductor devices, such as diodes
and infrared detectors. Antimony alloys are also used in
batteries, low-friction metals, type metal and cable
sheathing, —among  other  products.  Antimony
compounds are used to make flame-proofing materials
and paints. Inhalation of antimony can cause irritation of
the eyes, skin and lungs. Prolonged exposure can cause
lung diseases, heart problems, diarrhoea, severe vomiting
and ulcers. In toys, antimony can be used as a flame
retardant.

The position of the German Federal Government

The German authorities noted an increase in the limit
values for antinomy in scrapped-off toy materials, as
established in the Directive, when compared to the
limits contained in standard EN 71-3. Although
Germany agrees that no adverse effects on human
health are expected from the limits set out in the
Directive, this increase is considered as unnecessary.
Therefore Germany requests maintaining national limits.

Evaluation of the position of the German Federal
Government

As previously stated, the Commission holds the opinion
that the limit values established under the Directive are
more appropriate, since they are based on a consistent
and transparent scientific-toxicological approach to
assure safety.

The migration limits for antimony in scraped-off toy
material are based on the tolerable daily intake derived
by the WHO (3 in 2003 and recommended by RIVM in
2007, and on the assumption that contribution from
toys should not exceed 10 %. This percentage was
multiplied by the estimated weight of a child (7,5 kg),
and divided by the estimated quantity of toy material
ingested (8 mg/kg for scraped-off materials). The
migration limits for antimony in standard EN 71-3
were derived from the bioavailability limits established
in Directive 88/378/EEC, based on estimated food
intakes established in 1985. The calculation method
applied did not take into account the weight of the
child nor the differences between toy materials, as does
the Directive. Thus, the Commission considers the limit
values established in the Directive to be more appro-
priate.

In addition, the Commission acknowledges that
Germany, in the justification brought forward, admits
that no adverse effect on human health is expected
from the limit values for antimony as established in
the Directive. The Commission notes furthermore that
Germany did not provide any evidence demonstrating

() WHO (2003) Antimony in Drinking-water.
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(44)

(45)

(46)

(47)

that the Directive does not offer an appropriate level of
protection to children, nor that the German measures
would assure a higher level of protection.

In the light of the above considerations, the Commission
is of the opinion that the measures notified by Germany
with regard to antimony can not be considered as
justified on grounds of major need of protection of
human health.

Barium — general information

Barium is present in the earth’s crust, mostly as barium
sulphate and barium carbonate. These forms are
insoluble in water. Other barium salt such as barium
chloride and barium nitrate, however, readily dissolves
in water. Barium is present surface water and drinking
water (natural occurrence). The barium content in
drinking water depends on regional geochemical
conditions. Food also contains barium. Ingestion of
barium can cause increased blood pressure, stomach irri-
tation, and muscle weakness, damage to the liver, kidney,
heart, and spleen. Barium has few industrial applications.
As barium naturally occurs in the environment, traces of
barium can be found in toys when manufactured with
natural raw materials.

The position of the German Federal Government

The German authorities consider that there are uncer-
tainties with regard to the tolerable daily intake used
for calculating migration limits for barium in the
Directive. RIVM used a tolerable daily intake of
600 pg/kg body weight/day, based on animal
experiments data (Engelen et al. 2008). According to
Germany, the use of this tolerable daily intake resulted
in higher migration limits for barium in scraped-off
materials, compared to those set out in standard EN
71-3. Germany considers the choice of RIVM to be ques-
tionable, since WHO (') determined considerably lower
tolerable daily intakes. Thus Germany requests main-
taining national limits with regard to barium.

Evaluation of the position of the German Federal
Government

The Commission notes that there are uncertainties with
regard to the tolerable daily intake for barium. Although
human data are considered as a more appropriate basis
for deriving a tolerable daily intake, RIVM considered
that the studies providing these data contained

(") World Health Organisation, 2001. Barium and barium compounds.
Concise International chemical assessment document.

(48)

(49)

(52)

important flaws. Therefore animal experiments data,
more reliable for deriving a tolerable daily intake, were
used.

The WHO assessment, based on human data,
recommends a lower tolerable daily intake. The
Commission recognises that this assessment, likely to
offer a higher level of protection to children, may not
have been appropriately considered by RIVM.

Thus, the Commission sent a request for an opinion to
the SCHER committee, asking for an additional
evaluation of the migration limits for barium, and recom-
mendations with regard to the tolerable daily intake to be
used, in the light of the WHO assessment document. The
opinion is expected to be delivered in March 2012.

Based on the outcome of the SCHER opinion, the
Commission may proceed, if deemed necessary, to the
revision of the migration limits for barium as established
in the Directive.

In the light on the above considerations, the Commission
is of the opinion that the measures notified by Germany
with regard to barium are considered as justified on
grounds of major need of protection of human health.

Lead — general information

Lead is a particularly toxic metal which takes both
organic and inorganic form. Given that lead is considered
as a non-threshold toxic substance for neurotoxic effects
and given the specific vulnerability of children, their
exposure to lead should be reduced to the maximum
extent possible. The exposure to lead can cause damage
to a child’s central nervous system, thus adversely
impacting hisf/her development. Lead exposure mainly
arises from food products (cereals, vegetables and tap
water being the major contributors to lead exposure).
Another important exposure source is the environment,
in particular house dust. An additional exposure source is
the contact with consumer products, including toys.
Given the high exposure from food and environment,
limit values for lead in toys were set out in such way
that exposure from toys does not exceed a certain
amount of all exposure sources. Lead may be found in
toys paints and softened plastic. Children are exposed to
lead through ingestion, in particular through hand-to-
mouth or mouthing behaviour. As paint deteriorates, it
peels, pulverises and then can be ingested or remains on
the hands and fingers from where it can be ingested or
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(54)

(56)

(57)

inhaled. Considering lead toxicological characteristic, the
dermal exposure does not seem to represent any health
risk ().

The position of the German Federal Government

The German authorities refer to the 2010 EFSA study
carrying out a comprehensive assessment on lead. In
EFSA’s opinion, there is no scientifically justified
threshold dose for the adverse effects of lead on
human health. Therefore Germany considers that the
migration limits for lead, as established in the Directive,
are no longer scientifically based and request maintaining
national measures.

Evaluation of the position of the German Federal
Government

The Commission acknowledges that the migration limits
for lead as established in the Directive no longer offer an
appropriate level of protection for children. The tolerable
daily intake used for calculating the limits was questioned
by EFSA and JECFA in 2010, after the revision of the toy
safety legislation. Taking this into account, the
Commission already undertook the revision of the above-
mentioned limits.

In the light of the above considerations, the Commission
is of the opinion that the measures notified by Germany
with regard to lead are considered as justified on grounds
of major need of protection of human health.

Mercury — general information

Mercury is a naturally occurring element in the Earth’s
crust. The main source of exposure to mercury occurs
from dental amalgam. Other sources are drinking water
and consumption of fish and other marine organisms.
Mercury is also used in fluorescent tubes, batteries and
thermometers. Exposure to mercury at critical levels can
cause tremors, emotional changes, insomnia, neur-
omuscular  changes, headaches, disturbances in
sensations, changes in nerve responses. At higher
exposures there may be kidney effects, respiratory
failure and death.

The position of the German Federal Government

Germany notes that the bioavailability limits for mercury
established in Directive 88/378/EEC, and consequently in
the national measures notified, are 0,5 pg/day, trans-
formed, in standard EN 71-3, in migration limits of
60 mg/kg.

() RIVM (2006) Chemicals in Toys — A general methodology for
assessment of chemical safety of toys with a focus on elements of
the migration of heavy elements. Revised Final Version, 12 October
2006, Section I11.10.7, p. 184.

(58)

(61)

(63)

By comparison to the migration limits of mercury in
scraped-off materials as established in the Directive
(94 mgfkg), Germany concludes to an increase which
contradicts the European objective of reduction of
human exposure to mercury.

Thus, Germany requests maintaining national measures,
regardless of the fact that Germany expects no damage to
health from the values established in the Directive.

Evaluation of the position of the German Federal
Government

As previously explained, the Commission holds the
opinion that limit values established under the Directive
can be considered more appropriate since they are based
on a consistent and transparent scientific-toxicological
approach to assure safety.

The migration limits for mercury in scraped-off toy
material are based on the tolerable daily intake recom-
mended by RIVM in 2007, and on the assumption that
the contribution from toys should not exceed 10 %. This
percentage was multiplied by the estimated weight of a
child (7,5 kg), and divided by the estimated quantity of
toy material ingested (8 mg/kg for scraped-off materials).
The migration limits for mercury in standard EN 71-3
were derived from the bioavailability limits established in
Directive 88/378/EEC, based on estimated food intakes
established in 1985. The calculation method applied did
not take into account the weight of the child nor the
differences between toy materials, as does the Directive.
Therefore, the Commission considers the limit values
established in the Directive to be more appropriate.

In addition, the Commission acknowledges that
Germany, in the justification brought forward, admits
that no adverse effect on human health is expected
from the limit values for mercury as established in the
Directive. In addition, the Commission notes that
Germany did not provide any evidence demonstrating
that German measures notified would assure a higher
level of protection.

In accordance to the European strategy concerning
mercury (%), measures have been taken in order to
reduce mercury exposure, specifically in the areas
generating major exposure. With regard to toys,
mercury is used in batteries, which must be inaccessible
to children. Therefore, due to the inaccessibility of the
batteries, children are not exposed to mercury via toys.
Germany did not provide any exposure data supporting
the contrary. Also, as acknowledged by Germany in the

() COM(2010) 723 final.
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(65)
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justifications put forward, in recent years, no Member
State notified to the Commission measures against toys
containing mercury found on the market.

In the light of the above considerations, the Commission
is of the opinion that the measures notified by Germany
with regard to mercury, though based on public health
considerations, are considered as not justified on grounds
of major need of protection of human health.

Nitrosamines and nitrosatable substances — general
information

Nitrosamines are a class of chemical compounds
produced under certain conditions (acidic pH, high
temperature, presence of certain reducing agents) in a
variety of compartments (consumer products, biological
systems, air, etc.), when nitrites react with the so-called
nitrosatable substances. Nitrosamines have been detected
as contaminants in a number of products including
foods, beer, tobacco products, rubber products, and
cosmetics. The two most common nitrosamines, N-nitro-
sodimethylamine (NDMA) and N-nitrosodiethylamine
(NDEA) are classified as carcinogens: NDMA is classified
in the EU as a carcinogen 1B (‘presumed to have carci-
nogenic potential for humans’) (!). NDEA is classified by
the International Agency for Research on Cancer (IARC)
as a carcinogen category 2A (‘probably carcinogenic to
humans)) (). In toys, nitrosamines can be found in
rubber toys and finger paints.

Directive 88/378/EEC does not contain specific
provisions on nitrosamines and nitrosatable substances.
Migration limits were introduced in the Directive for toys
intended for children under 3 and other toys intended to
be placed in the mouth, applicable as from 20 July 2013.
The limits are based on the Scientific Committee on
Consumer products (SCCP) opinion from 2007, related
to the presence and release of nitrosamines and nitro-
satable compounds from rubber balloons.

The position of the German Federal Government

Germany agrees that the limits set out by the SCCP with
regard to balloons are to be considered as posing a
negligible risk. However, the German authorities
consider that these limits can not be extended to all

() According to Regulation (EC) No 1272/2008, of the European
Parliament and of the Council of 16 December 2008 on classifi-
cation, labelling and packaging of substances and mixtures,
amending and repealing Directives 67/548/EEC and 1999/45/EC,
and amending Regulation (EC) No 1907/2006 (O] L 353,
31.12.2008, p. 1).

() IARC Monographs on the Evaluation of Carcinogenic Risks to
Humans, volume 17.

(68)

(69)

(70)

(71)

(72)

(73)

toys made of synthetic and natural rubber and intended
for children under 3, as the exposure parameters are
assumed to be different.

SCCP assumed the children are exposed to balloons for 5
hours|year. Germany notes that the mouthing behaviour
of children under 3 is assumed to be 3 hours/day. The
German authorities concludes that exposure of children
under 3 to rubber toys is much higher than exposure to
balloons only.

Germany further considers that children are exposed to
nitrosamines and nitrosatable substances via all toys
made of rubber, regardless of their intended use. Point
8 of Annex II, Part IIl, to the Directive addresses, in
Germany’s opinion, only toys for children under 3 and
other toys intended to be placed in the mouth. Thus,
Germany invites the Commission to consider enlarging
the scope of the Directive in order to include toys which
are not intended but likely to be put in the mouth,
regardless of the age of the users.

In addition, the German authorities note that, according
to the technological state of the art, the formation of
nitrosamines and nitrosatable substances during the
manufacture of natural or synthetic rubber can largely
be avoided by using appropriate vulcanisation acceler-
ators.

In the light of the above justifications, Germany requests
maintaining national measures related to nitrosamines
and nitrosatable substances in toys for children under
3, intended or likely to be put in the mouth, and
made of synthetic or natural rubber.

Evaluation of the position of the German Federal
Government

The Commission notes that the German measures related
to nitrosamines and nitrosatable substances were adopted
in 2008. At that time, the risk on human health due to
exposure of small children to nitrosamines and nitro-
satable substances in rubber toys was not addressed by
Directive 88/378/EEC. This risk was confirmed by the
SCCP in 2007, and addressed by the Legislator within
the revision of the abovementioned Directive.

Point 8 of Annex II, Part III, to the Directive prohibits the
use of nitrosamines and nitrosatable substances in toys
intended for children under 3 and other toys intended to
the placed in the mouth, when the migration of
substances is equal or higher that 0,05 mg/kg for nitro-
samines and 1 mg/kg for nitrosatable substances.
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(74)  These limits are based on the values considered by SCCP, legislation notified pursuant to Article 114(4). Thus such

(75)

when evaluating exposure to balloons, as posing a
negligible risk to health. Due to the lack of realistic
data necessary for evaluating exposure to rubber toys,
acknowledged by Germany in the justifications put
forward, the limit values recommended for balloons
were extended to other types of toys likely to contain
nitrosamines or nitrosatable substances.

In the absence of precise data, the Commission agrees
that, with regard to toys intended to be placed in the
mouth, data on children’s mouthing behaviour is more
relevant than data on exposure to balloons for assuming
exposure parameters.

The Commission also agrees that, taking into account the
technological state of the art, the formation of nitro-
samines and nitrosatable substances during the manu-
facture of natural of synthetic rubber can largely be
avoided by using appropriate vulcanisation accelerators.
The SCCP reached the same conclusions in its 2007
opinion. In addition, it is proven to be technically
feasible for the manufacture of rubber teats and
soothers, where migration of nitrosamines and nitro-
satable substances shall not exceed 0,01 and respectively
0,1 mg/kg ().

In addition, the Commission notes that a specific
standard is being developed by the European
Committee for Standardisation (CEN) for testing the
presence of nitrosamines and nitrosatable substances in
toys. The Commission is aware that the limits for nitro-
samines in finger paints are going to be lowered from
0,05 mg/kg to 0,01 mg/kg within the development of
this standard, in order to better take into account
children’s exposure. The Commission will ask CEN to
consider data on small children’s mouthing behaviour
for all toys covered by point 8 of Annex II, Part III, to
the Directive.

In the light of the above considerations, the Commission
is of the opinion that the measures notified by Germany
with regard to nitrosamines and nitrosatable substances
in toys for children under 3 and made of synthetic or
natural rubber are considered as justified on grounds of
major need of protection of human health.

As regards extending the scope of these provisions to
toys which are not intended but likely to be placed in
the mouth, the Commission notes that such requirement
is neither in force in Germany, nor part of the national

(") Commission Directive 93/11/EEC of 15 March 1993 concerning the
release of the N-nitrosamines and N-nitrosatable substances from
elastomer or rubber teats and soothers (O] L 93, 17.4.1993, p. 37).

(80)

(81)

(82)

(83)

(84)

request can not be considered as admissible pursuant to
Article 114(4).

However the Commission considers that the Directive
addresses appropriately the categories of toys likely to
release nitrosamines and nitrosatable substances. All
toys intended for children under 3 are concerned, as
these children have a pronounced mouthing behaviour
(ie. tendency to put all products into the mouth, even
when this is not intended). Toys for older children are
concerned only when intended to be placed in the
mouth, as the mouthing behaviour is less relevant than
for children under 3. The Commission is aware that
children under 3 can be in contact with toys intended
for older children. However this risk can be addressed by
other means, less restrictive, such as appropriate
warnings indicating the toys are not suitable for
children under 3. The Directive contains provisions for
such warnings.

Absence of arbitrary discrimination

Article 114(6) requires the Commission to verify that the
national provisions notified pursuant to Article 114(4)
are not a means of arbitrary discrimination. The
absence of discrimination, according to the jurisprudence
of the Court of Justice, means that no different treatment
should be given to similar situations, nor similar
treatment to different situations.

Since the measures related to mercury, arsenic, and
antimony are not justified by the need to protect the
human health, the Commission does not have to verify
whether this condition is satisfied.

The German national measures related to lead, barium,
nitrosamines and nitrosatable substances in toys apply
without distinction to all products, whether manu-
factured in Germany or imported from other Member
States. Therefore, there is no evidence that the German
measures have been used as a means of arbitrary
discrimination between economic operators in the EU.

Absence of a disguised restriction on trade

National measures derogating from the provisions of a
European directive normally constitute a barrier to trade.
Products which can be legally placed on the market in
the rest of the EU cannot be placed on the concerned
Member State’s market. Article 114(6) intends to prevent
that national measures notified under Article 114(4) are
applied for inappropriate reasons, and in reality
constitute economic measures intended to indirectly
protect national production.
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(85) Since the measures related to mercury, arsenic and (90)  Since the measures related to mercury, arsenic and
antimony are not justified by the need to protect the antimony are not justified by the need to protect the
human health, the Commission does not have to verify human health, the Commission does not have to verify
whether this condition is satisfied. whether this condition is satisfied.
(91)  With regard to lead and barium, the Commission notes
. - o that manufacturers, when applying the provisions of the
(86)  With regard to lead, the Commission agrees that the limit o : ppIying the pr
. . S Directive, will be able to market toys in all Member
values established in the Directive do no longer offer an
) . X o States, except for Germany. Manufacturers are not
appropriate level of protection, since the scientific back- . : .
; likely to develop two sets of different toys, but align
ground for setting the values evolved. Consequently, the : - .
L - on the derogating provisions in order to have toys
Commission undertook a revision of these measures. . )
o ) which can be marketed in all Member States. The
Thus, the Commission considers that the German o o
. . Commission further notes that the German limits for
request is based on a real concern with regard to lead and bari h hat have b licable i
hildren’s health, and does not constitute a disguised cad and barium are those that have been appiicap ¢ in
encrer ’ g the EU since 1990 on the basis of Directive 88/378/EEC,
restriction on trade between Member States. :
and therefore can be technically met by manufacturers.
Toy manufacturers have confirmed this assumption when
expressing their position on the German measures. The
Commission has therefore reasons to consider that the
(87)  With regard to barium, the Commission agrees that the effect on the. functl(?nlng of the ) 1nFernal market. 1s
WHO assessment was not appropriately considered by proportionate in relation to the objective of protecting
RIVM when recommending a tolerable daily intake. children’s health.
Thus, uncertainties exist with regard to the level of
protection offered by the Directive. The Commission
asked clarifications to SCHER and will consider, as (92)  With regard to nitrosamines and nitrosatable substances,
soon as SCHER has adopted its opinion, the revision of the Commission concludes similarly. The German
the limits if necessary. Therefore, the Commission measures on nitrosamines and nitrosatable substances
considers that the German request is based on a real are applicable in Germany since 2008. Manufacturers
concerns with regard to children’s health, and does not did not, to the Commission’s knowledge, develop two
constitute a disguised restriction on trade between sets of different toys, but aligned to the German
Member States. provisions in order to have toys which can be
marketed in all Member States. With the entry into appli-
cation of the Directive, less strict that the German
measures, the Commission expects manufacturers to
align on the strictest provisions in order to have toys
g % Y
(88)  With regard to nitrosamines and nitrosatable substances, which can be marketed in all Member States. The
the Commission agrees that‘exposure [parameters with Commission further notes that meeting the German
regard to children’s mouthing behaviour where not limits is technically feasible, as manufacturers comply
gpproprlgtely.conmdered whgn .estabh.shmg l.1m1t values with them since 2008. The Commission has therefore
in the Directive. The Commission will require CEN to reasons to consider that the effect on the functioning
co.ns.lder these parameters to lower the limit values of the internal market is proportionate in relation to
within ~ the  standardisation ~ process. ~ Thus, the the objective of protecting children’s health.
Commission considers that the German request is
based on a real concern with regard to children’s
health, and do not constitute a disguised restriction on CONCLUSION
trade between Member States.
(93) In the light of the above considerations, the Commission
concludes that the national provisions notified by
Germany with regard to mercury, arsenic and antimony
. . are not justified on grounds of major need of protection
Absence of obstacles to the functioning of the internal fh ) health Tgh f h é ¢ o1 protec d
ket of human health. Therefore, the Commission considers
mar that those national provisions notified can not be
(89)  Article 114(6) prohibits the approval of any national approved.
measure likely to affect the functioning of the internal
market. However, this requirement can not be interpreted
as prohibiting the approval of all measures likely to affect (94) With regard to the national measures notified by

the functioning of the internal market. All measures
derogating from a harmonisation measure constitute a
measure that is likely to affect the functioning of the
internal market. Thus, the Commission considers that
the concept of obstacle to the functioning of the
internal market as referred to in Article 114(6) has to
be understood as a disproportionate effect in relation to
the pursued objective, in order to preserve the useful
character of the procedure.

Germany in relation to lead and barium, the Commission
concludes that these measures are considered as justified
by the need to protect human health, and that they do
not constitute either a means of arbitrary discrimination,
a disguised restriction on trade between Member States,
or a disproportionate obstacle to the functioning of the
internal market. The Commission has therefore reasons
to consider that the national measures notified can be
approved, subject to a limitation in time.
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(95)  With regard to the national measures notified in relation
to nitrosamines and nitrosatable substances, the
Commission concludes that these measures are justified
by the need to protect the human health, and that they
do not constitute either a means of arbitrary discrimi-
nation, a disguised restriction on trade between Member
States or a disproportionate obstacle to the functioning
of the internal market. The Commission has reason to
consider that the national provisions notified can be
approved,

HAS ADOPTED THIS DECISION:

Article 1

The German measures related to antimony, arsenic and mercury
notified pursuant to Article 114(4) of the TFEU are not
approved.

The German measures related to lead and notified pursuant to
Article 114(4) of the TFEU are approved until the date of entry
into force of EU provisions setting new limits for lead in toys or
21 July 2013, whichever comes first.

The German measures related to barium and notified pursuant
to Article 114(4) of the TFEU are approved until the date of
entry into force of EU provisions setting new limits for barium
in toys or 21 July 2013, whichever comes first.

The German measures related to nitrosamines and nitrosatable
substances notified pursuant to Article 114(4) of the TFEU are
approved.

Article 2

This Decision is addressed to the Federal Republic of Germany.

Done at Brussels, 1 March 2012.

For the Commission
Antonio TAJANI
Vice-President
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COMMISSION IMPLEMENTING DECISION
of 19 March 2012

providing for the initiation of an investigation pursuant to Article 17(2) of Council Regulation (EC)
No 732/2008 with respect to the effective implementation of the United Nations Single Convention
on Narcotic Drugs in Bolivia

(2012/161/EU)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union,

Having regard to Council Regulation (EC) No 732/2008 of
22 July 2008 applying a scheme of generalised tariff preferences
from 1 January 2009 and amending Regulations (EC) No
552/97, (EC) No 1933/2006 and Commission Regulations
(EC) No 1100/2006 and (EC) No 964/2007 (), and in
particular Article 17(2) thereof,

After consulting the Generalised Preferences Committee,
Whereas:

(1)  On 29 June 2011, the Government of the Plurinational
State of Bolivia (hereinafter Bolivia) deposited with the
Secretary-General of the United Nations an instrument of
denunciation of the UN Single Convention on Narcotic
Drugs. The denunciation took effect for Bolivia on
1 January 2012.

(2)  Bolivia has subsequently deposited an instrument to re-
accede the UN Single Convention on Narcotic Drugs
with a reservation on the traditional use of coca leaves
(in particular chewing and medicinal uses). This request
for re-accession is currently under assessment by the
State Parties.

(3)  Article 15(2) of Regulation (EC) No 732/2008 provides
for the temporary withdrawal of the special incentive
arrangement for sustainable development and good
governance referred to in Section 2 of Chapter II of
that Regulation, in particular if the national legislation
no longer incorporates those conventions referred to in
Annex III which have been ratified in fulfilment of the
requirements of Article 8(1) and (2) or if that legislation
is not effectively implemented. This arrangement
was granted to Bolivia by Commission Decision
2008/938/EC (2).

(4)  The UN Single Convention on Narcotic Drugs is listed in
Annex III, Part B, point 24, to Regulation (EC) No
732/2008.

(5)  Article 17(1) of Regulation (EC) No 732/2008 provides
that where the Commission receives information that
may justify temporary withdrawal and where it
considers that there are sufficient grounds for an inves-
tigation it shall inform the Generalised Preferences
Committee and request consultations. Pursuant to
Article 17(2), following consultations the Commission
may decide to initiate an investigation

(6) It is necessary to analyse the effects of the denunciation
of that Convention to determine whether they justify a
temporary  withdrawal of the special incentive
arrangement. Therefore, there are sufficient grounds for
an investigation.

(7) Consultations  with  the  Generalised Preferences

Committee were held on 27 February 2012,

HAS ADOPTED THIS DECISION:

Article 1

The Commission shall initiate an investigation in order to
establish whether the denunciation of the UN Single
Convention on Narcotic Drugs justifies a temporary withdrawal
of the special incentive arrangement for sustainable devel-
opment and good governance for products originating in
Bolivia.

Article 2

This Decision shall enter into force on the day of its adoption.

Done at Brussels, 19 March 2012.

For the Commission
The President
José Manuel BARROSO

() OJ L 211, 6.8.2008, p. 1.
() O] L 334, 12.12.2008, p. 90.
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ACTS ADOPTED BY BODIES CREATED BY
INTERNATIONAL AGREEMENTS

DECISION No 1/2011 OF THE COMMITTEE ESTABLISHED UNDER THE AGREEMENT
BETWEEN THE EUROPEAN COMMUNITY AND THE SWISS CONFEDERATION ON MUTUAL
RECOGNITION IN RELATION TO CONFORMITY ASSESSMENT

of 20 December 2011

on the inclusion in Annex 1 of a new Chapter 19 on cableway installations and the update of legal
references listed in Annex 1

(2012/162/EV)

THE COMMITTEE,

Having regard to the Agreement between the European Community and the Swiss Confederation on mutual
recognition in relation to conformity assessment (the Agreement) and in particular Article 10(4) and (5)
and Article 18(2) thereof;

Whereas Article 10(5) of the Agreement provides that the Committee may, on a proposal from one of the
Parties, modify the Annexes to the Agreement,

HAS DECIDED AS FOLLOWS:

1. Annex 1 on product sectors to the Agreement is modified in order to include a new Chapter 19 on
cableway installations in accordance with the provisions set out in Attachment A annexed to this
Decision.

2. Annex 1 on product sectors to the Agreement is amended in accordance with the provisions set out in
Attachment B annexed to this Decision.

3. This Decision, done in duplicate, shall be signed by representatives of the Committee who are authorised
to act on behalf of the Parties. This Decision shall be effective from the date of the later of these
signatures.

Signed at Bern, 20 December 2011. Signed at Brussels, 14 December 2011.
On behalf of the Swiss Confederation On behalf of the European Union
Christophe PERRITAZ Fernando PERREAU DE PINNINCK
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ATTACHMENT A

In Annex 1, Product sectors, the following Chapter 19 on cableway installations shall be introduced:

‘CHAPTER 19
CABLEWAY INSTALLATIONS
SECTION I
Legislative, regulatory and administrative provisions

Provisions covered by Article 1(2)

European Union Directive 2000/9/EC of the European Parliament and of the Council of 20 March 2000
relating to cableway installations designed to carry persons (O] L 106, 3.5.2000, p. 21;
hereinafter referred to as Directive 2000/9/EC)

Switzerland Federal Law of 23 June 2006 on cableway installations designed to carry persons (RO 2006
5753), as last amended on 20 March 2009 (RO 2009 5597)

Ordinance of 21 December 2006 on cableway installations designed to carry persons
(RO 2007 39), as last amended on 11 June 2010 (RO 2010 2749)

SECTION II
Conformity assessment bodies

The Committee established under Article 10 of this Agreement shall draw up and keep up to date, according to the
procedure described in Article 11 of the Agreement, a list of the conformity assessment bodies.

SECTION III
Designating authorities

The Committee established under Article 10 of this Agreement shall draw up and keep up to date a list of the designating
authorities notified by the Parties.

SECTION IV
Special rules relating to the designation of conformity assessment bodies

For the designation of conformity assessment bodies, the designating authorities shall comply with the general principles
contained in Annex 2 to this Agreement and the assessment criteria set out in Annex VIII to Directive 2000/9/EC.

SECTION V
Supplementary provisions
1. Information exchange

In accordance with Articles 9 and 12 of this Agreement, the Parties shall exchange information needed to ensure a
proper implementation of this Chapter.

The competent authorities in Switzerland and in the Member States as well as the European Commission shall in
particular exchange the information referred to in Article 11 and Article 14 of Directive 2000/9/EC.

The conformity assessment bodies designated according to Section IV of this Annex shall exchange the information
referred to in Annex V to Directive 2000/9/EC, as regards Module B points 7 and 8, Module D point 6, and Module H
points 6 and 7.5.

2. Technical documentation

It shall be sufficient for manufacturers, their authorised representatives or the person responsible for placing products
on the market to hold the technical documentation as required by Directive 2000/9/EC in the territory of one of the
Parties.

The Parties hereby undertake to forward all relevant technical documents at the request of the authorities of the other
Party.



20.3.2012 Official Journal of the European Union L 80/33

3. Market surveillance

The Parties shall notify each other of the authorities established on their territory responsible for carrying out the
surveillance tasks involved in the implementation of their legislation as set out in Section I.

The Parties shall notify each other of their market surveillance activities within the bodies designated for this purpose.
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ATTACHMENT B

AMENDMENTS TO ANNEX 1

CHAPTER 1
MACHINERY

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to
European Union and Swiss provisions should be deleted and replaced by the following text:

‘European Union 1. Directive 2006/42/EC of the European Parliament and of the Council of
17 May 2006 on machinery, and amending Directive 95/16/EC (O]
L 157, 9.6.2006, p. 24) as last amended by Directive 2009/127EC of the
European Parliament and of the Council of 21 October 2009 amending
Directive 2006/42/EC with regard to machinery for pesticide application
(O] L 310, 25.11.2009, p. 29)

Switzerland 100. Federal Law of 12 June 2009 on product safety (RO 2010 2573)

101. Ordinance of 19 May 2010 on product safety (RO 2010 2583)

102. Ordinance of 2 April 2008 on the safety of machinery (RO 2008 1785), as
last amended on 19 May 2010 (RO 2010 2583)

CHAPTER 2
PERSONAL PROTECTIVE EQUIPMENT

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland 100. Federal Law of 12 June 2009 on product safety (RO 2010 2573)

101. Ordinance of 19 May 2010 on product safety (RO 2010 2583)’

CHAPTER 5
GAS APPLIANCES AND BOILERS

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland 101. Federal Law of 12 June 2009 on product safety (RO 2010 2573)

102. Ordinance of 19 May 2010 on product safety (RO 2010 2583)

CHAPTER 6
PRESSURE VESSELS

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(1), the reference to
European Union provisions should be deleted and replaced by the following text:

‘European Union 1. Directive 2010/35/EU of the European Parliament and of the Council of
16 June 2010 on transportable pressure equipment and repealing Council
Directives 76/767|EEC, 84/525/EEC, 84/526/EEC, 84/527EEC and 1999/36/EC
(O] L 165, 30.6.2010, p. 1)
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In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland

102.

103.

104.

105.

Federal Law of 12 June 2009 on product safety (RO 2010 2573)

Ordinance of 19 May 2010 on product safety (RO 2010 2583)

Ordinance of 20 November 2002 on the safety of simple pressure vessels
(RO 2003 38), as last amended on 19 May 2010 (RO 2010 2583)

Ordinance of 20 November 2002 on the safety of pressure equipment (RO
2003 38), as last amended on 19 May 2010 (RO 2010 2583)

CHAPTER 7

RADIO EQUIPMENT AND TELECOMMUNICATION TERMINAL EQUIPMENT

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland

100.

101.

102.

103.

104.

105.

Federal Law of 30 April 1997 on telecommunications (LTC); (RO 1997
2187), as last amended on 12 June 2009 (RO 2010 2617)

Ordinance of 14 June 2002 on telecommunications equipment (OIT); (RO
2002 2086), as last amended on 18 November 2009 (RO 2009 6243)

Ordinance of 14 June 2002 of the Federal Office of Communications
(OFCOM) on telecommunications equipment; (RO 2002 2111), as last
amended on 7 April 2011 (RO 2011 1391)

Annex 1 to the OFCOM Ordinance on telecommunications equipment (RO
2002 2115), as last amended on 21 November 2005 (RO 2005 5139)

List of technical standards published in the Feuille Fédérale with titles and
references, as last amended on 3 May 2011 (FF 2011 0799)

Ordinance of 9 March 2007 on telecommunication services (RO 2007 945),
as last amended on 4 November 2009 (RO 2009 5821)

CHAPTER 8

EQUIPMENT AND PROTECTIVE SYSTEMS INTENDED FOR USE IN POTENTIALLY EXPLOSIVE

ATMOSPHERES

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland

100.

101.

102.

103.

Federal Law of 24 June 1902 concerning the electrical weak and heavy
current installations (RO 19 252 and RS 4 798), as last amended on
20 March 2008 (RO 2008 3437)

Ordinance of 2 March 1998 on the safety of equipment and protective
systems intended for use in potentially explosive atmospheres (RO 1998
963), as last amended on 11 June 2010 (RO 2010 2749)

Federal Law of 12 June 2009 on product safety (RO 2010 2573)

Ordinance of 19 May 2010 on product safety (RO 2010 2583)
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CHAPTER 9

ELECTRICAL EQUIPMENT AND ELECTROMAGNETIC COMPATIBILITY

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland 100.

101.

102.

103.

104.

105.

Federal Law of 24 June 1902 concerning the electrical weak and heavy
current installations (RO 19 252 and RS 4 798), as last amended on
20 March 2008 (RO 2008 3437)

Ordinance of 30 March 1994 on electrical weak current installations (RO
1994 1185), as last amended on 18 November 2009 (RO 2009 6243)

Ordinance of 30 March 1994 on electrical heavy current installations (RO
1994 1199), as last amended on 8 December 1997 (RO 1998 54)

Ordinance of 9 April 1997 on electrical low voltage equipment (RO 1997
1016), as last amended on 11 June 2010 (RO 2010 2749)

Ordinance of 18 November 2009 on electromagnetic compatibility (RO
2009 6243), as last amended on 24 August 2010 (RO 2010 3619)

Ordinance of 14 June 2002 on telecommunications equipment (OIT); (RO
2002 2086), as last amended on 18 November 2009 (RO 2009 6243y

CHAPTER 11

MEASURING INSTRUMENTS AND PRE-PACKAGES

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland 102.

103.

104.

105.

106.

107.

108.

Federal Law of 9 June 1977 on metrology (RO 1977 2394), as last amended
on 18 June 2010 (RO 2010 5003)

Ordinance of 23 November 1994 on units measurement (RO 1994 3109)

Ordinance of 15 February 2006 concerning measuring instruments (RO
2006 1453), as last amended on 8 September 2010 (RO 2010 4489)

Ordinance of the Federal Ministry of Justice and Police of 16 April 2004 on
non-automatic weighing instruments (RO 2004 2093), as last amended on
2 October 2006 (RO 2006 4189)

Ordinance of the Federal Ministry of Justice and Police of 19 March 2006 on
measuring instruments of length (RO 2006 1433)

Ordinance of the Federal Ministry of Justice and Police of 19 March 2006 on
measure of volume (RO 2006 1525)

Ordinance of the Federal Ministry of Justice and Police of 19 March 2006 on
measuring systems for liquids other than water (RO 2006 1533), as last
amended on 5 October 2010 (RO 2010 4595)
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109.

110.

111.

112.

113.

114.

Ordinance of the federal Ministry of Justice and Police of 19 March 2006 on
automatic weighing instruments (RO 2006 1545)

Ordinance of the Federal Ministry of Justice and Police of 19 March 2006 on
instruments for thermal energy (RO 2006 1569)

Ordinance of the Federal Ministry of Justice and Police of 19 March 2006 on
measuring instruments for gas quantities (RO 2006 1591)

Ordinance of the Federal Ministry of Justice and Police of 19 March 2006 on
measuring instruments for exhaust gases of combustion engines (RO 2006
1599)

Ordinance of the Federal Ministry of Justice and Police of 19 March 2006 on
measuring instruments for the electrical energy and power (RO 2006 1613)

Ordinance of 15 August 1986 on weights (RO 1986 2022), as last amended
on 2 October 2006 (RO 2006 4193)

CHAPTER 14

GOOD LABORATORY PRACTICE, GLP

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland

100.

101.

102.

103.

104.

105.

Federal law of 7 October 1983 on the protection of the environment (RO
1984 1122), as last amended on 19 March 2010 (RO 2010 3233)

Federal law of 15 December 2000 on protection against dangerous
substances and preparations (RO 2004 4763), as last amended on 17 June
2005 (RO 2006 2197)

Ordinance of 18 May 2005 on protection against dangerous substances and
preparations (RO 2005 2721), as last amended on 10 November 2010 (RO
2010 5223)

Ordinance of 18 May 2005 on the authorisation of plant protection
products (RO 2005 3035), as last amended on 17 June 2011 (RO 2011
2927)

Federal law of 15 December 2000 on medicinal products and medical
devices (RO 2001 2790), as last amended on 8 September 2010 (RO
2010 4027)

Ordinance of 17 October 2001 on medicinal products (RO 2001 3420), as
last amended on 8 September 2010 (RO 2010 3863)

CHAPTER 15

MEDICINAL PRODUCTS GMP INSPECTION AND BATCH CERTIFICATION

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland

100.

Federal law of 15 December 2000 on medicinal products and medical
devices (RO 2001 2790), as last amended on 8 September 2010 (RO
2010 4027)
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101.

102.

103.

Ordinance of 17 October 2001 on the establishment of licences (RO 2001
3399), as last amended on 25 May 2011 (RO 2011 2561)

Ordinance of the Swiss Agency for Therapeutic Products of 9 November
2001 on the requirements for the marketing authorisation of medicinal
products (RO 2001 3437), as last amended on 22 June 2006 (RO 2006
3587)

Ordinance of 17 October 2001 on clinical trials of pharmaceutical products
(RO 2001 3511), as last amended on 8 September 2010 (RO 2010 4043y

CHAPTER 17
LIFTS

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to
European Union and Swiss provisions should be deleted and replaced by the following text:

‘European Union 1.

Switzerland 100.
101.

102.

European Parliament and Council Directive 95/16/EC of 29 June 1995 on
the approximation of the laws of the Member States relating to lifts (O]
L 213, 7.9.1995, p. 1), as last amended by Directive 2006/42/EC of the
European Parliament and of the Council of 17 May 2006 on machinery and
amending Directive 95/16/EC (O] L 157, 9.6.2006, p. 24)

Federal Law of 12 June 2009 on product safety (RO 2010 2573)
Ordinance of 19 May 2010 on product safety (RO 2010 2583)

Ordinance of 23 June 1999 on the safety of lifts (RO 1999 1875), as last
amended on 19 May 2010 (RO 2010 2583)

CHAPTER 18
BIOCIDAL PRODUCTS

In Section I, Legislative regulatory and administrative provisions, provisions covered by Article 1(2), the reference to Swiss
provisions should be deleted and replaced by the following text:

‘Switzerland 100.

101.

102.

Federal Law of 15 December 2000 for the protection against dangerous
substances and preparations (RO 2004 4763), as last amended on 17 June
2005 (RO 2006 2197)

Federal Law of 7 October 1983 relating to the protection of the environment
(RO 1984 1122), as last amended on 19 March 2010 (RO 2010 3233)

Ordinance of 18 May 2005 concerning the placing on the market and the
use of biocidal products (RO 2005 2821), as last amended on 4 April 2011
(RO 2011 1403
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CORRIGENDA
Corrigendum to Commission Implementing Regulation (EU) No 29/2012 of 13 January 2012 on marketing
standards for olive oil

(Official Journal of the European Union L 12 of 14 January 2012)

On Page 17, in Article 5, second paragraph:
for: ‘1 November 2012,
read: ‘1 November 2011".

Corrigendum to Commission Regulation (EC) No 560/2009 of 26 June 2009 amending Regulation (EC) No
874/2004 laying down public policy rules concerning the implementation and functions of the .eu Top Level
Domain and the principles governing registration

(Official Journal of the European Union L 166 of 27 June 2009)

In the annex, under CYPRUS:

— for:  ‘594. pnikiof,
read:  ‘594. pméiior;

— for:  ‘595. pméhanaic,
read:  ‘595. pmélanaic;

— for:  ‘622. optakiof,

read:  “622. optakior.

In the annex, under IRELAND:
— for:  ‘12. iphavdia,

read:  “12. phavdia’.

In the annex, under SLOVAKIA:
— for:  22. ohoRakikn-Onpokpat’,
read:  “22. ohofaxikn-dnpokpana’;
— for:  ‘41. ohoBaxndnpokpatiat’,
read:  ‘41. olofakikndnpokpatia’;
— for: ‘55, ohoRakwkr,
read:  “55. ohofakikr’.

In the annex, under NORWAY:
— for:  ‘17. NopRnyia,
read:  ‘17. Nopfnyia’.
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