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II

(Non-legislative acts)

REGULATIONS

COMMISSION IMPLEMENTING REGULATION (EU) 2015/822
of 11 May 2015

entering a name in the register of protected designations of origin and protected geographical
indication [Capdo de Freamunde (PGI)]
THE EUROPEAN COMMISSION,

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

Having regard to Regulation (EU) No 1151/2012 of the European Parliament and of the Council of 21 November 2012
on quality schemes for agricultural products and foodstuffs ('), and in particular Article 52(2) thereof,

Whereas:

(1) Pursuant to Article 50(2)(a) of Regulation (EU) No 1151/2012, Portugal’s application to register the name ‘Capdo
de Freamunde’ was published in the Official Journal of the European Union (3).

(2)  As no statement of opposition under Article 51 of Regulation (EU) No 1151/2012 has been received by the
Commission, the name ‘Capdo de Freamunde’ should therefore be entered in the register,

HAS ADOPTED THIS REGULATION:

Article 1
The name ‘Capdo de Freamunde’ (PGI) is hereby entered in the register.

The name specified in the first paragraph denotes a product in Class 1.1. Fresh meat (and offal), as listed in Annex XI to
Commission Implementing Regulation (EU) No 668/2014 ().

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.

(') OJL343,14.12.2012,p.1.

() 0JC2,7.1.2015, p. 3.

(*) Commission Implementing Regulation (EU) No 668/2014 of 13 June 2014 laying down rules for the application of Regulation (EU)
No 1151/2012 of the European Parliament and of the Council on quality schemes for agricultural products and foodstuffs (O] L 179,
19.6.2014, p. 36).
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This Regulation shall be binding in its entirety and directly applicable in all Member States.

Dore at Brussels, 11 May 2015.

For the Commission,
On behalf of the President,
Phil HOGAN

Member of the Commission
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COMMISSION IMPLEMENTING REGULATION (EU) 2015/823
of 11 May 2015

entering a name in the register of protected designations of origin and protected geographical
indications [Gliickstidter Matjes (PGI)]

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) No 1151/2012 of the European Parliament and of the Council of 21 November 2012
on quality schemes for agricultural products and foodstuffs ('), and in particular Article 52(2) thereof,

Whereas:

(1)  Pursuant to Article 50(2)(a) of Regulation (EU) No 1151/2012, Germany's application to register the name
‘Gliickstadter Matjes’ was published in the Official Journal of the European Union (2).

(2)  As no statement of opposition under Article 51 of Regulation (EU) No 1151/2012 has been received by the
Commission, the name ‘Gliickstadter Matjes’ should therefore be entered in the register,

HAS ADOPTED THIS REGULATION:

Article 1
The name ‘Gliickstddter Matjes” (PGI) is hereby entered in the register.
The name specified in the first paragraph denotes a product in Class 1.7. Fresh fish, molluscs and crustaceans and
products derived therefrom, as listed in Annex XI to Commission Regulation (EU) No 668/2014 (%).

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, 11 May 2015.

For the Commission,
On behalf of the President,
Phil HOGAN

Member of the Commission

() OJL343,14.12.2012,p. 1.

() 0JC2,7.1.2015,p. 7.

(*) Commission Implementing Regulation (EU) No 668/2014 of 13 June 2014 laying down rules for the application of Regulation (EU)
No 1151/2012 of the European Parliament and of the Council on quality schemes for agricultural products and foodstuffs (O L 179,
19.6.2014, p. 36).
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COMMISSION IMPLEMENTING REGULATION (EU) 2015/824
of 27 May 2015

amending Regulation (EC) No 900/2008 laying down the methods of analysis and other technical
provisions necessary for the application of the arrangements for imports of certain goods
resulting from the processing of agricultural products

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) No 510/2014 of the Parliament and of the Council of 16 April 2014 laying down the
trade arrangements applicable to certain goods resulting from the processing of agricultural products and repealing
Council Regulations (EC) No 1216/2009 and (EC) No 614/2009 (*), and in particular Article 35(2) thereof,

Having regard to Council Regulation (EEC) No 2658/87 of 23 July 1987 on the tariff and statistical nomenclature and
on the Common Customs Tariff (3), and in particular Article 9(1)(a) thereof,

Whereas:

(1)  Commission Regulation (EC) No 900/2008 () lays down the methods of analysis necessary for calculating the
import duty of certain processed agricultural products on the basis of their milk fat content, milk protein
content, starch/glucose content and sucrose/invert sugar/isoglucose content.

(2)  Those methods of analysis are used for the verification of the composition of imported processed agricultural
products as declared in the import declaration. The agricultural component of the import duty is in many cases
calculated on the basis of the declared composition. The methods of analysis are applied on samples taken by
customs authorities from imported goods.

(3)  Where no other fats than milk fat are declared in the composition of the goods, the milk fat content of imported
processed agricultural products is determined by extraction with light petroleum after hydrolysis with
hydrochloric acid. Where other fats than milk fat are declared in the composition of the goods, the milk fat
content is calculated on the basis of the percentage concentration of butyric acid, assuming that the butyric acid
content in milk fat is at a constant level. Based on scientific evidence, the concentration of butyric acid, expressed
as methyl butyrate, in milk fat is 4 %, and, to this effect, a coefficient of 25 is applied in the calculation. Both
methods have generally proven their reliability during proficiency tests and long term experience.

(4)  However, due to their production process, some dairy products have a depleted butyric acid content in the milk
fat they contain. The Commission’s Joint Research Centre determined in a report of 13 March 2015 (*) that the
depletion of the butyric acid content in milk fat occurs in dairy products resulting from a skimming, churning or
cheese making process such as skimmed milk, buttermilk and whey and in products obtained from their further
processing, such as skimmed milk powder, milk protein concentrate, milk protein isolate, buttermilk powder,
sweet whey powder, acid whey powder, whey protein concentrate and whey protein isolate. Experimental
evidence showed that the degree of butyric acid depletion in the milk fat isolated from those products is
about 50 %.

(5)  When those dairy products are used in the manufacturing of processed agricultural products, the depletion of
butyric acid content is also present in the milk fat contained in the processed agricultural products manufactured
on the basis of them. When no other dairy products are added, the same rate of depletion is reflected in the
processed agricultural products.

(') OJL150,20.5.2014,p.1.

() OJL256,7.9.1987,p. 1.

(®) Commission Regulation (EC) No 900/2008 of 16 September 2008 laying down the methods of analysis and other technical provisions
necessary for the application of the arrangements for imports of certain goods resulting from the processing of agricultural products
(OJ L 248,17.9.2008, p. 8).

(*) Report of the Commission’s Joint Research Centre of 13 March 2015 ‘Technical analysis of anomalies in respect of the test set out in
point (b) of Article 2(3) of Regulation (EC) No 900/2008 for the determination of milk fat content in processed agricultural products for
the purpose of establishing import duties, when fats other than milk fats are present’ (ISBN 978-92-79-45593-3, ISSN 1831-9424,
DOI10.2787/781672,EUR 27105, OPOCE LA-NA-27105-EN-N).
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(6) Al dairy products with a depleted butyric acid content in the milk fat they contain have a low milk fat content
and a high milk protein content in their dry matter. The average milk protein content in those products is
predominantly at least eight times higher than their average milk fat content.

(7)  Due to the depletion of the butyric acid content, the analysed milk fat content in a processed agricultural
product, as determined by the method applicable to date, may be lower than the milk fat content indicated in the
import declaration. This may in turn result in a classification under an additional code and a calculation of an
import duty which are different from those for products without a depleted butyric acid content.

(8)  In most cases an apparently lower milk fat content as determined by the method applicable to date leads to a
classification under an additional code which results in an import duty lower than the import duty applied to
products which contain the same amount of milk fat with non-depleted butyric acid. In some cases, however, an
apparently lower milk fat content leads to a classification under an additional code with a significantly higher
import duty, resulting in an unjustified increase of that duty.

(9)  An alternative method for the determination of milk fat content should therefore be introduced for the processed
agricultural products concerned.

(10)  The method introduced by this Regulation should only concern processed agricultural products with a depleted
butyric acid content for which a reliable method of determination of milk fat content can be established given
existing scientific evidence. The new method should not be used for products for which the results of the method
of analysis used to date are reliable or for products for which it is not possible to establish a reliable method of
determining milk fat content with the same level of accuracy and precision.

(11)  The scientific evidence available to date shows that the rate of depletion of butyric acid content can be reliably
determined only for processed agricultural products containing 30 % or more of milk protein and less than 6 %
of milk fat. Those products are based solely on skimmed milk, whey or buttermilk or dairy ingredients that have
been produced thereof, without the addition of other dairy products.

(12)  The depletion of the butyric acid content in milk fat by 50 % decreases the butyric acid content in the milk fat
expressed as methyl butyrate to only 2 % instead of 4 %. Therefore, a coefficient of 50 instead of 25 should be
applied in the calculation of the milk fat content under the new method.

(13) Regulation (EC) No 900/2008 should therefore be amended accordingly.

(14) In order to ensure that the objectives of the modifications introduced by this Regulation are met, the
Commission should re-examine the functioning of the method of analysis introduced by this Regulation after an
appropriate time period allowing it to collect from Member States sufficient information on the application of
that method. That information should be limited only to elements which are necessary in order to evaluate the
functioning of the new method, without imposing undue administrative burden.

(15) The Customs Code Committee has not delivered an opinion within the time limit set by its chair,

HAS ADOPTED THIS REGULATION:

Article 1

Regulation (EC) No 900/2008 is amended as follows:
(1) in Article 2(3):
(a) point (a) is replaced by the following:

‘() Save as otherwise provided in point (b) or (c), the milk fat content by weight of the goods as presented shall
be determined by extraction with light petroleum after hydrolysis with hydrochloric acid;;
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(b) the following point (c) is added:

‘(c) Where fats other than milk fats are also declared in the composition of goods which are charged by an
agricultural component as provided for in Part Two and in Annex 1 to Section I of Part Three of the
Combined nomenclature set out in Annex I to Regulation (EEC) No 2658/87, and contain 30 % milk
protein or more as determined in accordance with point 4 of this Article, and less than 6 % milk fat as
declared by the declarant, the following procedure shall be applied instead of the procedure set out in
point (b):

— the percentage of weight of the total fats in the goods shall be determined as set out in point (a),

— for the purposes of determining the milk fat content, a method based on extraction with light
petroleum, preceded by hydrolysis with hydrochloric acid and followed by gas chromatography of the
methyl esters of the fatty acids shall be used. If the presence of milk fats is detected, the percentage
proportion thereof shall be calculated by multiplying the percentage concentration of methyl butyrate
by 50, multiplying the product by the total percentage fat content by weight of the goods and dividing
by 100.;

(2) the following Article 4a is inserted:

‘Article 4a

1. By 17 December 2017 the Member States shall communicate to the Commission information on results of
analysis carried out in accordance with the procedures provided for in Article 2(3) and (4), related to goods with a
milk protein content of 30 % or more as determined in accordance with Article 2(4) and declared for customs
between 17 June 2015 and 17 June 2017.

2. The information referred to in paragraph 1 shall be communicated in an electronic form and consist of:
(a) the date of acceptance of the customs declaration;

(b) the quantity of the goods concerned;

(c) tariff classification of the goods concerned;

(d) the additional code declared and, for goods to which the method of analysis set out in point (c) of Article 2(3)
has been applied, the additional code applicable on the basis of the results of that method;

(e) the milk protein content as determined by the method of analysis referred to in Article 2(4);

(f) indication of the method of analysis applied for the determination of milk fat content in accordance with
Article 2(3);

(2) the total fat content as determined by the method of analysis referred to in point (a) of Article 2(3);
(h) the milk fat content as determined by one of the methods of analysis referred to in Article 2(3);
(i) where relevant, the type of fat other than milk fat contained in the processed agricultural product.

3. On the basis of the information received from the Member States in accordance with paragraphs 1 and 2, the
Commission shall present to the Member States a report on the functioning of the procedure provided for in
point (c) of Article 2(3). The Commission shall present that report by 17 June 2018.".

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

Dore at Brussels, 27 May 2015.

For the Commission
The President
Jean-Claude JUNCKER
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COMMISSION IMPLEMENTING REGULATION (EU) 2015/825
of 27 May 2015

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 Regulation (EU) No 1308/2013 of the European Parliament and of the Council of 17 December 2013
establishing a common organisation of the markets in agricultural products and repealing Council Regulations (EEC)
No 922/72, (EEC) No 234/79, (EC) No 1037/2001 and (EC) No 1234/2007 ('),

Having regard to Commission Implementing Regulation (EU) No 5432011 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 (%), and in particular Article 136(1) thereof,

Whereas:

(1)  Implementing Regulation (EU) No 5432011 lays down, pursuant to the outcome of the Uruguay Round
multilateral 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 Implementing 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, 27 May 2015.

For the Commission,
On behalf of the President,
Jerzy PLEWA

Director-General for Agriculture and Rural Development

(') OJL347,20.12.2013,p. 671.
() OJL157,15.6.2011,p. 1.
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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 AL 61,0
MA 88,7
MK 91,9
TR 87,9
77 82,4
0707 00 05 AL 41,5
MK 41,5
TR 105,8
77 62,9
0709 93 10 TR 122,6
77 122,6
0805 10 20 EG 59,9
MA 49,5
ZA 77,6
77 62,3
0805 50 10 BR 103,9
MA 111,5
TR 67,0
ZA 121,2
77 100,9
0808 10 80 AR 97,8
BR 93,8
CL 141,7
NZ 127,8
us 232,9
9)'¢ 68,9
ZA 115,3
77 125,5
0809 29 00 Us 413,6
77 413,6

() Nomenclature of countries laid down by Commission Regulation (EU) No 1106/2012 of 27 November 2012 implementing
Regulation (EC) No 471/2009 of the European Parliament and of the Council on Community statistics relating to external trade
with non-member countries, as regards the update of the nomenclature of countries and territories (OJ L 328, 28.11.2012, p. 7).
Code “ZZ’ stands for ‘of other origin’.
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DECISIONS

COMMISSION DECISION (EU) 2015/826
of 22 May 2015

concerning national provisions notified by Denmark on the addition of nitrite to certain meat
products

(notified under document C(2015) 3526)

(Only the Danish text is authentic)

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

Whereas:

I. FACTS AND PROCEDURE

(1)  Commission Decision 2010/561/EU (') approved Danish national provisions on the addition of potassium nitrite,
E 249, and sodium nitrite, E 250, (nitrites) to meat products contained in Order No 22 of 11 January 2005 on
food additives (Bekendtgerelse nr 22 af 11.1.2005 om tilseetningsstoffer til fodevarer) and the Danish positive list of
permitted food additives (Liste over tilladte tilsetningsstoffer til fodevarer, ‘Positivlisten’), which the Kingdom of
Denmark notified to the Commission by letter of 20 November 2009, pursuant to Article 114(4) of the Treaty
on the Functioning of the European Union (TFEU). These national provisions are approved until 25 May 2015.

(2)  Denmark was not required to transpose Directive 2006/52/EC of the European Parliament and of the Council (3)
into national law in so far as it relates to the use of nitrites in meat products. Decision 2010/561/EU required
Denmark systematically to collect and report data to the Commission on whether the application of the levels
laid down in Directive 2006/52/EC achieve the required level of protection and if not, whether it would lead to
an unacceptable risk to human health. At the same time, the Decision required the Commission to monitor the
implementation of Directive 2006/52/EC in the Member States as regards in particular the use of nitrites by the
industry in the different categories of meat products and to consult with the Member States, stakeholders and
EFSA.

(3)  Commission Regulation (EU) No 1129/2011 (°) transferred the levels and other conditions of use of nitrites in
meat products laid down by Directive 2006/52/EC into Annex II to Regulation (EC) No 1333/2008 of the
European Parliament and of the Council (¥) which applies since 1 June 2013.

(4) By letter of 25 November 2014, Denmark notified the Commission of its wish to continue to maintain national
provisions on the use of nitrite additives in meat products that differ from Regulation (EC) No 1333/2008. Order
No 542 of 27 May 2013 on food additives etc. in foodstuffs (BEK nr 542 af 27.5.2013 (tilsetningbe-
kendtgerelsen), Offentliggerelsedato: 31.5.2013, Fedevarerministeriet). In support of its notification, Denmark
submitted additional information that includes data on consumption and imports of meat products, exposure to
nitrites, prevalence of botulism and the formation of nitrosamines in processed meat products.

(") Commission Decision 2010/561/EU of 25 May 2010 concerning national provisions notified by Denmark on the addition of nitrite to
certain meat products (O] L 247, 21.9.2010, p. 55).

(*) Directive 2006/52[EC of the European Parliament and of the Council of 5 July 2006 amending Directive 95/2/EC on food additives
other than colours and sweeteners and Directive 94/35/EC on sweeteners for use in foodstuffs (O] L 204, 26.7.2006, p. 10).

(*) Commission Regulation (EU) No 1129/2011 of 11 November 2011 amending Annex II to Regulation (EC) No 1333/2008 of the
European Parliament and of the Council by establishing a Union list of food additives (OJ L 295,12.11.2011, p. 1).

(*) Regulation (EC) No 1333/2008 of the European Parliament and of the Council of 16 December 2008 on food additives (O] L 354,
31.12.2008, p. 16).
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1. UNION LEGISLATION
1.1. Article 114(4) and (6) TFEU

(5)  Article 114(4) TFEU provides that, If, after the adoption of a harmonisation measure by the European Parliament
and the Council, by the Council or by the Commission, 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
maintaining them.’

(6)  According to Article 114(6) TFEU, the Commission shall, within 6 months of the notification, approve or reject
the national provisions involved after having verified whether or not they are a means of arbitrary discrimination
or a disguised restriction on trade between Member States and whether or not they shall constitute an obstacle to
the functioning of the internal market.

1.2. Regulation (EC) No 13332008

(7)  Under the general principles of Regulation (EC) No 1333/2008 the approval of a food additive is subject to a
reasonable technological need, its acceptability from a health point of view and its use not being misleading for
the consumer.

(8)  Annex II to Regulation (EC) No 1333/2008 lays down a Union list of food additives approved for use in foods
and their conditions of use. Only food additives included in the Union list may be placed on the market as such
and used in foods under the conditions of use specified therein.

9) Nitrites have been used in meat products for many decades, inter alia, to secure, in conjunction with other
factors, the preservation and microbiological safety of meat products, in particular cured meat products,
inhibiting, amongst other things, the multiplication of Clostridium botulinum, the bacteria responsible for life-
threatening botulism. At the same time, it is recognised that the presence of nitrites in meat products can give
rise to the formation of nitrosamines, which have been found to be carcinogenic. Legislation in this field must,
therefore, strike a balance between the risk of the formation of nitrosamines through the presence of nitrites in
meat products, on the one hand, and the protective effects of nitrites against the multiplication of bacteria, in
particular those responsible for botulism on the other.

(10)  Regulation (EC) No 1333/2008, Annex II, Part E, Categories under 08.3: ‘Meat products’ contains maximum
amounts for potassium nitrite (E249) and sodium nitrite (E250) that may be added during manufacture. The
maximum added amount is 150 mg/kg for most meat products in general and 100 mg/kg for sterilised meat
products. For a few specified cured meat products made traditionally in specific Member States the maximum
amount is 180 mg/kg.

(11) By way of exception to the general rule, Regulation (EC) No 1333/2008, Annex II, Part E, Categories under
08.3.4: ‘Traditionally cured meat products with specific provisions concerning nitrites and nitrates’ contains
maximum residual levels for certain specified traditional cured meat products, which are produced through
traditional manufacturing methods. There are maximum residual levels of 50 mg/kg, 100 mg/kg and 175 mg/kg
applying to different groups of such products, e.g. 175 mg/kg for Wiltshire bacon, dry cured bacon and similar
products, and 100 mg/kg for Wiltshire ham and similar products. In relation to these products maximum
residual values have been established since it is not possible to control the ingoing amount of curing salts
absorbed by the meat due to the nature of the manufacturing process associated with these products. The
production process of these specific products is described in the Regulation to enable identification of ‘similar
products’ and to make clear which products are covered by the different maximum levels.

(12)  The maximum levels in Regulation (EC) No 1333/2008 are based on the opinions from the Scientific Committee
for Food (hereinafter ‘SCF) of 1990 (') and 1995 (3 as well as from the European Food Safety Authority
(hereinafter ‘EFSA’) of 26 November 2003 (°). The maximum amounts that may be added reflect the ranges

(") Opinion on nitrates and nitrites expressed on 19 October 1990, European Commission — Reports of the Scientific Committee for Food
(twenty-sixth series), p. 21.

(%) Opinion on nitrates and nitrite expressed on 22 September 1995, European Commission — Reports of the Scientific Committee for
Food (thirty-eighth series), p. 1.

(}) Opinion of the Scientific Panel on Biological Hazards on a request from the Commission related to the effects of Nitrites/Nitrates on the
Microbiological Safety of Meat Products, The EFSA Journal (2003) 14, p. 1.
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referred to in these scientific opinions by specifying that up to 100 mg/kg of nitrite are permitted in sterilised
meat products and 150 mg/kg in other meat products. Given the vast variety of (cured) meat products and
manufacturing methods within the European Union, the Union legislator held that it was, for the moment, not
possible to specify the appropriate level of nitrite for each product.

(13) The exceptions to the rule of applying maximum added amounts have a limited character. They apply to specific
products which are traditionally manufactured in certain Member States and for which it is not possible to
control the ingoing amount of curing salts absorbed by the meat due to the nature of the manufacturing process
associated with these products. The traditional products to which they apply are defined, in particular, through a
description of the production method.

2. NATIONAL PROVISIONS NOTIFIED

(14) The national provisions notified by Denmark on 25 November 2014 are Order No 542 of 27 May 2013 on food
additives etc. in foodstuffs (BEK nr 542 af 27.5.2013 (tilsetningbekendtgarelsen), Offentliggorelsedato:
31.5.2013, Fodevarerministeriet). In the context of Decision 2010/561/EU, the Commission has already assessed
the more stringent rules applied by Denmark with respect to E249 and E250.

Order No 542, provides that nitrites (E249-250) in meat products may only be used under the conditions
specified in its Annex 3. Based on Commission Decision 2010/561/EU, [the following] conditions and
restrictions have been laid down for the use of nitrites (E249-250). The groups of foodstuffs referred to in the
table match the groups listed in Annex II to Regulation (EC) No 1333/2008 on food additives and supersede the
usages arising from it:

Foodstuff Amount of nitrites added (mg/kg)

08.3.1 Total 60 mg/kg, but in fermented salamis, total 100 mg/kg and in en-

Non-heat-treated processed meat tirely preserved or semi-preserved products, total 150 mg/kg

08.3.2 Total 60 mg/kg, but not in traditional Danish meatballs and liver paté.
In entirely preserved or semi-preserved products, total 150 mg/kg, in
rullepolse (rolled-meat sausage), total 100 mg/kg, and in entirely
preserved or semi-preserved products and salt cured ham, total
150 mg/kg

Heat-treated processed meat

08.3.4 Total 60 mg/kg, but in bacon of the Wiltshire type and related cuts,

Traditional cured meat products covered total 150 mgfkg

by special provisions relating to nitrites
and nitrates

(15) Therefore, the 60 mg/kg limit applies for many types of meat products, whereas the corresponding maximum
limits of Regulation (EC) No 1333/2008 are 100 or 150 mg/kg.

3. PROCEDURE

(16) By letter of 25 November 2014, Denmark notified the Commission of its wish to maintain national provisions
on the use of nitrite additives in meat products that differ from Regulation (EC) No 1333/2008. In support of its
notification, Denmark submitted additional information that includes data on consumption and imports of meat
products, exposure to nitrites, prevalence of botulism and the formation of nitrosamines in processed meat
products.

(17) The Commission published a notice regarding the notification in the Official Journal of the European Union (') in
order to inform interested parties of Denmark’s national provisions, as well as the grounds invoked to support
the request. By letter of 30 March 2015, the Commission also informed the other Member States on the

() 0JC93,20.3.2015, p. 18.
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notification and gave them the opportunity to submit comments thereon within 30 days. The Commission
received comments within this deadline from Czech Republic and Sweden.

— The Czech Republic respects setting of stricter limits for using nitrites as additives in meat products in frame
of national requirements for Danish producers. But as it concerns the products from other Member States the
Czech Republic requires keeping current limits for content of nitrites in meat products, which are laid down
by the Regulation (EC) No 1333/2008 on food additives.

— Sweden is of the view that the national provisions of Denmark appear to be well founded and does not seem
to have a significant impact on conditions in Sweden. On the basis of what Denmark has indicated in the
notification Sweden sees no reason not to accept an extension of the existing national provisions. A further
extension would also have the benefit of providing the EU with time for a review of the levels of nitrites,
making it possible to incorporate EFSA’s ongoing work on nitrites as food additives.

4. RE-EVALUATION OF NITRITES

(18) Commission Regulation (EU) No 257/2010 (') requires that the European Food Safety Authority shall re-evaluate
potassium nitrite (E 249) and sodium nitrite (E 250) by end of 2015. For this re-evaluation, EFSA shall examine
the earlier opinions of the SCF and EFSA, where available, the original dossier, data submitted by the interested
business operator(s) andfor any other interested party and data made available by the Commission and Member
States and identify any relevant literature published since the last evaluation of each food additive.

(19) The data that was provided by Denmark in support of its notification on consumption of meat products, the
exposure to nitrites, the prevalence of botulism and the formation of nitrosamines in processed meat products
was submitted to EFSA with a request to take this into account during the ongoing re-evaluation.

5. MONITORING BY THE COMMISSION

(20) In 2014 the Commission finalised a desk study to monitor the implementation by the Member States of the EU
rules on nitrites. The study was based on the responses to a questionnaire that was submitted to all Member
States. It revealed that with some exceptions, the typical amount of nitrites added to non-sterilised meat products
is lower than the EU maximum amount, but higher than the Danish levels. In the report it was concluded that
the possibility of reviewing the current maximum levels of nitrites should be further explored (%).

(21) The Commission therefore launched an ad hoc study regarding the use of nitrites by industry in different
categories of meat products. This study will include literature research, organisation of a workshop with experts
in meat technology and a survey within the EU meat industry on the actual use and use levels of nitrites
according to the different types of meat products identified. Conclusions from this study should be available by
the end of 2015.

II. ASSESSMENT
1. ADMISSIBILITY

(22)  Under Article 114(4) and (6) TFEU a Member State may, after the adoption of a harmonisation measure,
maintain its more stringent national provisions on grounds of major needs referred to in Article 36 TFEU, or
relating to the protection of the environment or the working environment, provided that it notifies these national
provisions to the Commission and the Commission approves these measures.

23) The Danish notification relates to national provisions derogating from those of Annex II, Part E to Regulation
p gating g
(EC) No 1333/2008 in relation to potassium nitrite (E 249) and sodium nitrite (E 250). The current Danish
provisions already existed in substance at the time these maximum levels were originally laid down in Directive
2006/52[EC.

(") Commission Regulation (EU) No 257/2010 of 25 March 2010 setting up a programme for the re-evaluation of approved food additives
in accordance with Regulation (EC) No 1333/2008 of the European Parliament and of the Council on food additives (O] L 80,
26.3.2010, p. 19).

() https:/[webgate.ec.europa.eu/sanco_foods/main/index.cfm?event=document.edit&identifier=5924&documentTypeldentifier=57
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(24)  The Danish Order No 542 allows the addition of the nitrites to meat products only in so far as specific added
amounts are not exceeded. Depending on the products in question these maximum amounts are 60, 100 or
150 mg/kg, which are lower for certain products than the ones laid down in Regulation (EC) No 1333/2008.
Moreover, unlike Regulation (EC) No 1333/2008, the Danish provisions do not contain any exceptions to the
principle of fixing maximum added amounts for nitrites, thereby not permitting the placing on the market of
certain traditionally manufactured meat products from other Member States.

(25)  The Danish provisions are therefore more stringent than the provisions of Regulation (EC) No 1333/2008 in so
far that they lay down lower maximum added amounts than for several types of products (in many cases
60 mg/kg) and in so far as they do not allow the placing on the market of certain traditional meat products on
the basis of maximum residual values.

(26) In accordance with Article 114(4) TFEU, the notification was supplemented by a description of the grounds
relating to one or more of the major needs referred to in Article 36 TFEU, in this case the protection of health
and life of humans. An accompanying Report of the Danish Ministry of Food, Agriculture and Fisheries provides
additional data on the consumption and imports of meat products, exposure to nitrites, prevalence of botulism
and the formation of nitrosamines in processed meat products.

(27) In light of the foregoing, the Commission considers that the application submitted by Denmark with a view to
obtaining authorisation to maintain its national provisions on the use of nitrites in meat products is admissible
under Article 114(4) TFEU.

2. ASSESSMENT OF MERITS

(28) In accordance with Article 114(4) and (6), first subparagraph, TFEU, the Commission must ascertain that all the
conditions enabling a Member State to maintain its national provisions derogating from a Union harmonisation
measure provided for in that Article are fulfilled.

(29) In particular, the Commission has to assess whether or not the national provisions are justified by the major
needs referred to in Article 36 TFEU or relating to the protection of the environment or the working
environment and do not exceed what is necessary to attain the legitimate objective pursued. In addition, when
the Commission considers that the national provisions fulfil the above conditions, it must verify, pursuant to
Article 114(6) TFEU, whether or not the national provisions are a means of arbitrary discrimination or a
disguised restriction on trade between Member States and whether or not they constitute an obstacle to the
functioning of the internal market.

(30) It has to be noted that, in the light of the time frame established by Article 114(6) TFEU, the Commission, when
examining whether the national measures notified under Article 114(4) TFEU are justified, has to take as a basis
‘the grounds’ put forward by the notifying Member State. This means that, according to the provisions of TFEU,
the responsibility of proving that the national measures are justified lies with the requesting Member State that
seeks to maintain them.

(31) However, where the Commission is in possession of information in the light of which the Union harmonisation
measure from which the notified national provisions derogate may need to be reviewed, it can take such
information into consideration in the assessment of the notified national provisions.

2.1. The position of Denmark

(32) Denmark claims that its legislation ensures a higher level of protection of health and life of humans in that it lays
down lower maximum added amounts for nitrites than the ones provided for in Regulation (EC) No 1333/2008,
and does not allow the placing on the market of traditional meat products for which no ingoing amounts can be
established. Denmark considers that the Danish provisions are fully consistent with the recommendations which
the SCF made in 1990 and 1995, as well as with the opinion of EFSA of 26 November 2003.

(33) Denmark also considers that regulating the nitrite amounts used on the basis of whether they were considered to
involve an intake in excess of the established relevant acceptable daily intake (ADI) does not provide the
necessary protection of human health. The ADI established for nitrites does not take into account the formation
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of nitrosamines, which are associated with the use of nitrites in meat products. According to scientific
evaluations, nitrosamines are genotoxic; as such, it is not possible to establish a limit under which they are not
carcinogenic. Denmark further emphasises that the formation of nitrosamines depends on the nitrite amounts
that are added, and not on the much lower residual amounts, which, due to the substance’s transformation in the
foodstuff, are typically present in the product at the time of consumption.

(34) Thus, in its opinion, the overall scientific assessment demonstrates that (a) the use should be reduced as far as
possible by using differentiated amounts in line with the technical needs related to different foodstuffs, (b) the use
of nitrites and nitrates should be regulated in terms of the amounts that are added rather than the residual
amounts, and (c) the necessary preservation is achieved by using the amounts recommended by EFSA. In that
respect, Denmark considers that its national provisions systematically follow these recommendations, whereas
Regulation (EC) No 1333/2008 does not as far as nitrites are concerned.

(35) Denmark also stresses that its national provisions have been in place for many years and have never given rise to
problems with the preservation of the products concerned. Moreover, it has a relatively low rate of botulism
compared with other EU Member States, and not a single case caused by the consumption of meat products has
been recorded since 1980. Denmark notes that no cases of botulism have been recorded in Denmark since 2006.
Thus, the Danish provisions on the use of nitrites in meat products are still considered as providing compre-
hensive protection against food poisoning.

(36) As regards consumption patterns, the Report of the Danish Ministry of Food, Agriculture and Fisheries provides
additional data on the consumption and import of meat products as well as an analysis of nitrite in meat
products on the Danish market. According to the Danish authorities, this Report demonstrates that the
consumption of meat products to which nitrites may be added is stable over the years.

(37)  As regards the exposure to nitrites, the Report of the Danish Ministry of Food, Agriculture and Fisheries provides
estimates based on 384 nitrite analyses in processed meat and meat cold cuts and on consumption data from
dietary surveys. Based on these estimates, the mean exposure remains below the ADI for nitrites. Children aged
4-5 years are exposed to a three-fold higher exposure per kg body weight compared to adults.

(38)  As regards the formation of nitrosamines in processed meat products, the Danish Ministry of Food, Agriculture
and Fisheries provided summary report on the presence of N-nitrosamines in processed meat products, prepared
by the DTU National Food Institute, which concludes that low levels of nitrosamines are best achieved by using
as little nitrite as possible and to use it in combination with erythorbic acid, ascorbic acid or ascorbate as this
would prevent the possible formation of nitrosamines.

(39) Furthermore, Denmark maintains that its provisions on nitrites do not act as an obstacle to trade, referring to
figures showing that imports of meat products from other Member States have been taking place and have even
increased since 2010.

(40) In sum, Denmark considers it legitimate to reduce the risk to human health stemming from the exposure to
nitrosamines beyond the requirements of Regulation (EC) No 1333/2008 through the continued application of its
legislation. According to Denmark, the monitoring, which it undertook pursuant to Decision 2010/561/EU,
demonstrates that the health considerations previously taken into account are still valid. Finally, it contends that
the data available show that the Danish provisions do not constitute an obstacle to trade in the products
concerned.

2.2. Evaluation of the Danish position
2.2.1.  Justification on grounds of major needs referred to in Article 36 TFEU

(41)  The Danish legislation aims to achieve a higher level of protection of health and life of humans with regard to
exposure to nitrites and the possible formation of nitrosamines in meat products, by specifying lower maximum
added amounts of nitrite in relation to certain meat products, when compared with the maximum levels provided
under Regulation (EC) No 1333/2008 and not allowing the placing on the market of products for which only
maximum residual levels can be established.

(42) When assessing whether the Danish legislation is actually adequate and necessary for achieving this objective a
number of factors need to be taken into account. In particular, two health risks need to be balanced, the presence
of nitrosamines in meat products on the one hand, and the microbiological safety of meat products on the other.
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The latter aspect is more than a mere technological need, but a highly relevant health concern in its own right.
While it is recognised that the levels of nitrites in meat products need to be limited, lower levels of nitrite in meat
will not automatically lead to a higher protection of human health. The most appropriate level of nitrite depends
on a number of factors acknowledged in the relevant opinions of the SCF and EFSA, e.g. the addition of salt,
moisture, pH, shelf-life of the product, hygiene, temperature control, etc.

(43) In the light of the preceding considerations and those under recitals 10 and 11 above, the Commission considers
that, in principle, Regulation (EC) No 1333/2008 constitutes an adequate response to the challenge of reconciling
two conflicting health risks in light of the diversity of meat products across the Union.

(44) Nevertheless, the Commission has to evaluate the specific choices made by the Danish regulator and the
experience made with these rules, which have been in force for a considerable period of time. Through the
figures it provided on the occurrence of food poisoning and, in particular, botulism, Denmark has demonstrated
that it has achieved satisfactory results with its legislation so far. These data show that the maximum levels
specified in the Danish legislation appear to have been sufficient to ensure the microbiological safety of the meat
products currently made in Denmark and the production methods currently used in Denmark.

(45) The Commission notes that the Danish legislation is compatible with the relevant scientific opinions of the
Union’s scientific bodies. It is based on a regulation of maximum added values and respects the ranges of added
amounts of nitrite referred to in these opinions, i.e. 50-150 mg/kg. At the same time, Denmark has established
more specific maximum added amounts for particular groups of meat products, compared with the Regulation,
in light of the types of meat products and manufacturing methods prevailing in Denmark.

(46) In addition, it must be considered that, according to information provided by Denmark, the bulk of the meat
products consumed by the Danish population relates to meat products for which there is currently a limit of
60 mg/kg and which would have to be replaced with a limit of 100 or 150 mg/kg. Although Danish manufac-
turers, like manufacturers in other Member States, would not be obliged to raise the amounts of nitrites currently
added to their products to the maximum levels referred to in Regulation (EC) No 1333/2008, an increase of the
actual exposure of the Danish population to nitrites cannot be excluded.

(47)  On the basis of the information available at the moment, the Commission considers that the request to maintain
the notified measures can be temporarily accepted on grounds of protection of public health in Denmark.

2.2.2.  Absence of any arbitrary discrimination, any disguised restriction of trade between Member States or any obstacle
to the functioning of the internal market

2.2.2.1. Absence of arbitrary discrimination

(48)  Article 114(6) TFEU obliges the Commission to verify that the envisaged measures are not a means of arbitrary
discrimination. According to the jurisprudence of the Court of Justice, in order for there to be no discrimination,
similar situations must not be treated in different ways and different situations must not be treated in the same
way.

(49) The Danish national rules apply to both domestic products and products made in other Member States. In the
absence of any evidence to the contrary, it can be concluded that the national provisions are not a means of
arbitrary discrimination.

2.2.2.2. Absence of a disguised restriction on trade

(50)  National measures which restrict the use of products to a greater extent than a Union Regulation would normally
constitute a barrier to trade, in so far as products that are legally placed on the market and used in the rest of the
Union are not expected, as a result of the prohibition on use, to be placed on the market in the Member State
concerned. The pre-conditions laid down in Article 114(6) TFEU are intended to prevent restrictions based on the
criteria set out in paragraphs (4) and (5) thereof from being applied for inappropriate reasons, and constituting in
effect economic measures to impede the importation of products from other Member States, that is to say, a
means of indirectly protecting national production.

(51)  Given that the Danish rules also impose stricter standards on the addition of nitrites to certain meat products on
operators based in other Member States in an otherwise harmonised area, they are liable to constitute a disguised
restriction of trade or an obstacle to the functioning of the internal market. It is recognised, however, that
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Article 114(6) TFEU must be read in the sense that only national measures constituting a disproportionate
obstacle to the internal market may not be approved. In this connection, Denmark has submitted figures which
indicate that imports of meat products from other Member States not only have been taking place in spite of its
legislation, but they have even increased since 2010.

(52) In the absence of any evidence suggesting that the national provisions constitute in effect a measure intended to
protect national production, it can be concluded that they are not a disguised restriction to trade between
Member States.

2.2.2.3. Absence of obstacles to the functioning of the internal market

(53) This condition cannot be interpreted in such a way that it precludes the approval of any national measure likely
to affect the establishment of the internal market. Indeed, any national measure derogating from a harmonisation
measure aimed at the establishment and operation of the internal market constitutes in substance a measure
likely to affect the internal market. Consequently, in order to preserve the useful character of the procedure laid
down in Article 114 TFEU, the concept of obstacle to the functioning of the internal market must, in the context
of Article 114(6) TFEU, be understood as a disproportionate effect in relation to the pursued objective.

(54) Given the health benefits invoked by the Danish government in relation to the reduction of exposure to nitrites
in meat products and the fact that, on the basis of currently available figures, trade does not appear to be affected
at all or only to a very limited extent, the Commission considers that the notified Danish rules may temporarily
continue to be maintained on grounds relating to the protection of health and life of humans having regard to
the fact that they are not disproportionate and do, therefore, not constitute an obstacle to the functioning of the
internal market in the sense of Article 114(6) TFEU.

(55) In the light of this analysis, the Commission considers that the condition relating to the absence of obstacles to
the functioning of the internal market is fulfilled.

2.2.3. Limitation in time

(56) The above conclusions are based on the currently available information and, in particular, on figures indicating
that Denmark has been able to control botulism despite lower maximum levels of nitrite added to particular
types of meat products, while not disrupting trade in a disproportionate fashion.

(57)  Another important factor is the rate of consumption in Denmark of meat products in relation to which the
application of Regulation (EC) No 1333/2008 could lead to an increase of the exposure of the Danish population
to nitrites and thereby nitrosamines.

(58) Denmark would need to continue to monitor the situation and collect data on whether the application of the
levels laid down in Regulation (EC) No 1333/2008 achieve the required level of protection and if not, whether it
would lead to an unacceptable risk to human health. The data collected should focus in particular on the control
of botulism. In addition Denmark would need to continue to collect data on imports of meat products from
other Member States. Denmark would be required to report the collected data to the Commission within two
years from the date of adoption of the present Decision. Moreover, the Commission should consider the
conclusions of the re-evaluation of nitrites by EFSA in accordance with Regulation (EU) No 257/2010 and of the
ad hoc study as regards the use of nitrites by industry in different categories of meat products.

(59)  Against this background, the Commission considers that the national provisions, to the extent specified above,
can be approved for a limited period of 3 years.

IIl. CONCLUSION

(60) In the light of the above considerations, and taking account of comments provided by Member States on the
notification submitted by the Danish authorities, the Commission is of the opinion that the request by Denmark,
received by the Commission on 25 November 2014, for maintaining its national provisions on the addition of
nitrites, which are more stringent than those of Regulation (EC) No 1333/2008, can be approved for a period of
3 years from the date of adoption of the present Decision. Denmark would need to continue to monitor the
situation and collect data on whether the application of the levels laid down in Regulation (EC) No 1333/2008
achieve the required level of protection and if not, whether it would lead to an unacceptable risk to human
health,
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HAS ADOPTED THIS DECISION:

Article 1

The national provisions on the addition of nitrites to meat products contained in Order No 542 of 27 May 2013 on
food additives etc. in foodstuffs (BEK nr 542 af 27.5.2013 (tilsetningbekendtgorelsen), Offentliggorelsedato: 31.5.2013,
Fodevarerministeriet), which the Kingdom of Denmark notified to the Commission by letter of 25 November 2014,
pursuant to Article 114(4) TFEU, are approved.

Article 2

This Decision shall expire on 22 May 2018.

Article 3

This Decision is addressed to the Kingdom of Denmark.

Done at Brussels, 22 May 2015.

For the Commission
Vytenis ANDRIUKAITIS

Member of the Commission
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CORRIGENDA

Corrigendum to Commission Implementing Regulation (EU) 2015/724 of 5 May 2015 concerning
the authorisation of retinyl acetate, retinyl palmitate and retinyl propionate as feed additives for all
animal species

(Official Journal of the European Union L 115 of 6 May 2015)

On page 26, in Article 3, in the first line:

for: ‘labelled 26 November 2015,
read: ‘labelled before 26 November 2015’.
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