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II 

(Non-legislative acts) 

REGULATIONS 

COMMISSION IMPLEMENTING REGULATION (EU) 2016/1093 

of 6 July 2016 

approving didecylmethylpoly(oxyethyl)ammonium propionate as an existing active substance for 
use in biocidal products of product-type 8 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

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

Having regard to Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 
concerning the making available on the market and use of biocidal products (1), and in particular the third subparagraph 
of Article 89(1) thereof, 

Whereas: 

(1)  Commission Delegated Regulation (EU) No 1062/2014 (2) establishes a list of existing active substances to be 
evaluated for their possible approval for use in biocidal products. That list includes didecylmethylpoly(oxyethyl) 
ammonium propionate. 

(2)  Didecylmethylpoly(oxyethyl)ammonium propionate has been evaluated in accordance with Article 16(2) of 
Directive 98/8/EC of the European Parliament and of the Council (3) for use in products of product-type 8, wood 
preservatives, as defined in Annex V to that Directive, which corresponds to product-type 8 as defined in 
Annex V to Regulation (EU) No 528/2012. 

(3)  Italy was designated as evaluating competent authority and submitted the assessment reports together with its 
recommendations on 20 November 2007. 

(4)  In accordance with Article 7(2) of Delegated Regulation (EU) No 1062/2014, the opinion of the European 
Chemicals Agency was formulated on 8 December 2015 by the Biocidal Products Committee, having regard to 
the conclusions of the evaluating competent authority. 

(5)  According to that opinion, biocidal products of product-type 8 and containing didecylmethylpoly(oxyethyl) 
ammonium propionate may be expected to satisfy the requirements of Article 5 of Directive 98/8/EC, provided 
that certain conditions concerning their use are complied with. 

(6)  It is therefore appropriate to approve didecylmethylpoly(oxyethyl)ammonium propionate for use in biocidal 
products of product-type 8, subject to compliance with certain specifications and conditions. 

7.7.2016 L 182/1 Official Journal of the European Union EN     

(1) OJ L 167, 27.6.2012, p. 1. 
(2) Commission Delegated Regulation (EU) No 1062/2014 of 4 August 2014 on the work programme for the systematic examination of all 

existing active substances contained in biocidal products referred to in Regulation (EU) No 528/2012 of the European Parliament and of 
the Council (OJ L 294, 10.10.2014, p. 1). 

(3) Directive 98/8/EC of the European Parliament and of the Council of 16 February 1998 concerning the placing of biocidal products on 
the market (OJ L 123, 24.4.1998, p. 1). 



(7)  A reasonable period should be allowed to elapse before an active substance is approved in order to permit 
interested parties to take the preparatory measures necessary to meet the new requirements. 

(8)  The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on 
Biocidal Products, 

HAS ADOPTED THIS REGULATION: 

Article 1 

Didecylmethylpoly(oxyethyl)ammonium propionate is approved as an active substance for use in biocidal products of 
product-type 8, subject to the specifications and conditions set out in the Annex. 

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, 6 July 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX 

Common Name IUPAC Name 
Identification Numbers 

Minimum degree of 
purity of the active 

substance (1) 
Date of approval Expiry date of 

approval 
Product 

type Specific conditions 

Didecylmethylpoly 
(oxyethyl)ammonium 
propionate 

IUPAC Name: 

Alpha-[2-(didecylmethylammo­
nio)ethyl]-.omega.-hydroxy- 
poly(oxy-1,2-ethanediyl) 
propionate 

EC No: None assigned 

CAS No: 94667-33-1 

86,1 % w/w (dry- 
weight) 

1 January 2018 31 December 
2027 

8 The authorisations of biocidal products are subject to 
the following conditions. 

(1) The product assessment shall pay particular atten­
tion to the exposures, the risks and the efficacy 
linked to any use covered by an application for 
authorisation, but not addressed in the Union level 
risk assessment of the active substance.  

(2) In view of the risks identified for the uses assessed, 
the product assessment shall pay particular atten­
tion to: 

(a)  industrial and professional users; 

(b)  groundwater for wood in service that will be 
exposed to frequent weathering.  

(3) In view of the risks identified for surface and 
groundwater, labels and, where provided, safety 
data sheets of products authorised shall indicate 
that industrial or professional application shall be 
conducted within a contained area or on imper­
meable hard standing with bunding, and that 
freshly treated timber shall be stored after treatment 
under shelter or on impermeable hard standing, or 
both, to prevent direct losses to soil or water, and 
that any losses from the application of the product 
shall be collected for reuse or disposal. 

(1)  The purity indicated in this column was the minimum degree of purity of the active substance used for the evaluation made in accordance with Article 89(1) of Regulation (EU) No 528/2012. The active 
substance in the product placed on the market can be of equal or different purity if it has been proven technically equivalent with the evaluated active substance.   
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/1094 

of 6 July 2016 

approving copper, granulated, as an active substance for use in biocidal products of product-type 8 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

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

Having regard to Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 
concerning the making available on the market and use of biocidal products (1), and in particular the third subparagraph 
of Article 90(2) thereof, 

Whereas: 

(1)  France received on 30 August 2013 an application, in accordance with Article 11(1) of Directive 98/8/EC of the 
European Parliament and of the Council (2), for the inclusion of the active substance copper, granulated, in 
Annex I to that Directive for use in products of product-type 8, wood preservatives, as described in Annex V to 
that Directive, which correspond to product-type 8 as described in Annex V to Regulation (EU) No 528/2012. 

(2)  France submitted the assessment report together with its recommendations on 3 April 2015 in accordance with 
Article 90(2) of Regulation (EU) No 528/2012. 

(3)  The opinion of the European Chemicals Agency was formulated on 9 December 2015 by the Biocidal Products 
Committee, having regard to the conclusions of the evaluating competent authority. 

(4)  According to that opinion, biocidal products of product-type 8 and containing copper, granulated, may be 
expected to satisfy the criteria of Article 19(1)(b) of Regulation (EU) No 528/2012, provided that certain specifi­
cations and conditions concerning their use are complied with. 

(5)  It is therefore appropriate to approve copper, granulated, for use in biocidal products of product-type 8, subject 
to compliance with certain specifications and conditions. 

(6)  A reasonable period should be allowed to elapse before an active substance is approved in order to permit 
interested parties to take the preparatory measures necessary to meet the new requirements. 

(7)  The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on 
Biocidal Products, 

HAS ADOPTED THIS REGULATION: 

Article 1 

Copper, granulated, is approved as an active substance for use in biocidal products of product-type 8, subject to the 
specifications and conditions set out in the Annex. 

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. 

Done at Brussels, 6 July 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX 

Common Name IUPAC Name 
Identification Numbers 

Minimum degree of 
purity of the active 

substance (1) 
Date of approval Expiry date of 

approval 
Product 

type Specific conditions 

Copper, granulated IUPAC Name: 

Copper 

EC No: 231-159-6 

CAS No: 7440-50-8 

99 % w/w 1 January 2017 31 December 
2026 

8 The authorisations of biocidal products are subject to the fol­
lowing conditions.  

(1) The product assessment shall pay particular attention to 
the exposures, the risks and the efficacy linked to any use 
covered by an application for authorisation, but not ad­
dressed in the Union level risk assessment of the active 
substance.  

(2) In view of the risks identified for the uses assessed, the 
product assessment shall pay particular attention to: 

(a)  industrial and professional users; 

(b) surface water and sediment where there is direct re­
lease during the service life of treated wood.  

(3) In view of the risks identified for surface and groundwater, 
labels and, where provided, safety data sheets of products 
authorised shall indicate that industrial or professional ap­
plication shall be conducted within a contained area or on 
impermeable hard standing with bunding, and that freshly 
treated timber shall be stored after treatment under shelter 
or on impermeable hard standing, or both, to prevent di­
rect losses to soil or water, and that any losses from the 
application of the product shall be collected for reuse or 
disposal. 

(1) The purity indicated in this column was the minimum degree of purity of the active substance used for the evaluation made in accordance with Article 90(2) of Regulation (EU) No 528/2012. The active sub­
stance in the product placed on the market can be of equal or different purity if it has been proven technically equivalent with the evaluated active substance.   

7.7.2016 
L 182/6 

O
fficial Journal of the European U

nion 
EN

     



COMMISSION IMPLEMENTING REGULATION (EU) 2016/1095 

of 6 July 2016 

concerning the authorisation of Zinc acetate dihydrate, Zinc chloride anhydrous, Zinc oxide, Zinc 
sulphate heptahydrate, Zinc sulphate monohydrate, Zinc chelate of amino acids hydrate, Zinc 
chelate of protein hydrolysates, Zinc chelate of glycine hydrate (solid) and Zinc chelate of glycine 
hydrate (liquid) as feed additives for all animal species and amending Regulations (EC) 
No 1334/2003, (EC) No 479/2006, (EU) No 335/2010 and Implementing Regulations (EU) 

No 991/2012 and (EU) No 636/2013 

(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 (1), and in particular Article 9(2) thereof, 

Whereas: 

(1)  Regulation (EC) No 1831/2003 provides for the authorisation of additives for use in animal nutrition and for the 
grounds and procedures for granting such authorisation. Article 10 of that Regulation provides for the re- 
evaluation of additives authorised pursuant to Council Directive 70/524/EEC (2). 

(2)  The zinc compounds Zinc acetate dihydrate, Zinc oxide, Zinc sulphate heptahydrate, Zinc sulphate monohydrate, 
Zinc chelate of amino acids hydrate and Zinc chelate of glycine hydrate were authorised without a time limit by 
Commission Regulations (EC) No 1334/2003 (3) and (EC) No 479/2006 (4) in accordance with Directive 
70/524/EEC. These products were subsequently entered in the Register of feed additives as existing products, in 
accordance with Article 10(1) of Regulation (EC) No 1831/2003. 

(3)  In accordance with Article 10(2) of Regulation (EC) No 1831/2003 in conjunction with Article 7 thereof, 
applications were submitted for the re-evaluation of Zinc acetate dihydrate, Zinc oxide, Zinc sulphate 
heptahydrate, Zinc sulphate monohydrate, Zinc chelate of amino acids hydrate and Zinc chelate of glycine 
hydrate as feed additives for all animal species. Additionally, in accordance with Article 7 of that Regulation, an 
application was submitted for Zinc chloride anhydrous as feed additive for all animal species. The applicants 
requested that those additives be classified in the additive category ‘nutritional additives’. The applications were 
accompanied by the particulars and documents required under Article 7(3) of Regulation (EC) No 1831/2003. 

(4)  The European Food Safety Authority (‘the Authority’) concluded in its opinions of 1 February 2012 (5), 8 March 
2012 (6), 23 May 2012 (7), 15 November 2012 (8), 12 September 2013 (9) and 12 March 2015 (10) that, under 
the proposed conditions of use, Zinc acetate dihydrate, Zinc chloride anhydrous, Zinc oxide, Zinc sulphate 
heptahydrate, Zinc sulphate monohydrate, Zinc chelate of amino acids hydrate and Zinc chelate of glycine 
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hydrate do not have an adverse effect on animal and human health and that no safety concerns for users would 
arise provided that appropriate protective measures are taken. 

(5)  With respect to the impacts on the environment, in particular the drainage and run-off of zinc to surface water, 
the Authority recommended in its opinion of 8 April 2014 (1) to decrease significantly the maximum contents of 
zinc in complete feed for several target species. However, in order not to risk not meeting the physiological needs 
of animals also in special life periods or any other negative impacts on animal health, the decrease of zinc 
contents recommended by the Authority should not be introduced in one step. With the objective of further 
reductions, feed business operators and research institutes should be encouraged to collect new scientific data 
about the physiological needs of the different animal species. 

(6)  The Authority further concluded that Zinc acetate dihydrate, Zinc chloride anhydrous, Zinc oxide, Zinc sulphate 
heptahydrate, Zinc sulphate monohydrate, Zinc chelate of amino acids hydrate and Zinc chelate of glycine 
hydrate are effective sources of zinc. Considering the chemical characteristics of Zinc chelate of amino acids, the 
Authority recommends its splitting into the following two groups: Zinc chelate of amino acids hydrate and Zinc 
chelate of protein hydrolysates. Moreover, for Zinc chelate of glycine hydrate two different forms have been 
assessed, a solid and a liquid one. The Authority does not consider that there is a need for specific requirements 
of post-market monitoring. It also verified the report on the method of analysis of the feed additives in feed 
submitted by the Reference Laboratory set up by Regulation (EC) No 1831/2003. 

(7)  The assessment of Zinc acetate dihydrate, Zinc chloride anhydrous, Zinc oxide, Zinc sulphate heptahydrate, Zinc 
sulphate monohydrate, Zinc chelate of amino acids hydrate, Zinc chelate of protein hydrolysates, Zinc chelate of 
glycine hydrate (solid) and Zinc chelate of glycine hydrate (liquid) shows that the conditions for authorisation, as 
provided for in Article 5 of Regulation (EC) No 1831/2003, are satisfied. Accordingly, the use of these substances 
should be authorised as specified in the Annex to this Regulation. 

(8)  As a result of the granting authorisation for ‘Zinc acetate dihydrate’, ‘Zinc oxide’, ‘Zinc sulphate heptahydrate’, 
‘Zinc sulphate monohydrate’, ‘Zinc chelate of amino acids hydrate’ and ‘Zinc chelate of glycine hydrate’ by this 
Regulation, the entries on these substances in Regulations (EC) No 479/2006 and (EC) No 1334/2003 are 
obsolete and should therefore be deleted. 

(9)  Commission Regulation (EU) No 335/2010 (2) and Commission Implementing Regulations (EU) No 991/2012 (3) 
and (EU) No 636/2013 (4) authorised several zinc compounds as nutritional feed additives. In order to take into 
account the conclusions of the Authority in its opinion of 8 April 2014, which were also the scientific basis for 
the provisions concerning the total zinc content in compound feed for the additives authorised by this 
Regulation and which are mainly referring to the environmental impact of feed supplementation with zinc, it is 
appropriate to align the maximum contents of zinc in Regulation (EU) No 335/2010 and Implementing 
Regulations (EU) No 991/2012 and (EU) No 636/2013 with the provisions of this Regulation as regards the zinc 
content in compound feed. Regulations (EU) No 335/2010 and Implementing Regulations (EU) No 991/2012 
and (EU) No 636/2013 should therefore be amended accordingly. 

(10) Since safety reasons do not require the immediate application of the modifications to the conditions of authoris­
ation for Zinc acetate dihydrate, Zinc oxide, Zinc sulphate heptahydrate, Zinc sulphate monohydrate, Zinc chelate 
of amino acids hydrate and Zinc chelate of glycine hydrate and the zinc compounds authorised by Regulation 
(EU) No 335/2010 and Implementing Regulations (EU) No 991/2012 and (EU) No 636/2013, it is appropriate to 
allow a transitional period for interested parties to prepare themselves to meet the new requirements resulting 
from the authorisation. 

(11)  The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on 
Plants, Animals, Food and Feed, 
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HAS ADOPTED THIS REGULATION: 

Article 1 

Authorisation 

The substances specified in the Annex, belonging to the additive category ‘nutritional additives’ and to the functional 
group ‘compounds of trace elements’, are authorised as additives in animal nutrition, subject to the conditions laid down 
in that Annex. 

Article 2 

Amendment to Regulation (EC) No 1334/2003 

In the Annex to Regulation (EC) No 1334/2003, from the entry E6 on the element Zinc-Zn the following additives: 
‘Zinc acetate dihydrate’, ‘Zinc oxide’, ‘Zinc sulphate heptahydrate’, ‘Zinc sulphate monohydrate’, ‘Zinc chelate of amino 
acids hydrate’, and their chemical formulas and descriptions are deleted. 

Article 3 

Amendment to Regulation (EC) No 479/2006 

In the Annex to Regulation (EC) No 479/2006, the entry E6 on the additive ‘Zinc chelate of glycine hydrate’ is deleted. 

Article 4 

Amendment to Regulation (EU) No 335/2010 

In the Annex to Regulation (EU) No 335/2010, in the line 3b6.10 the eighth column is replaced by the following: 

‘Dogs and cats: 200 (total) 

Salmonids and milk replacers for calves: 180 (total) 

Piglets, sows, rabbits and all fish species other than salmonids: 150 (total) 

Other species and categories: 120 (total)’. 

Article 5 

Amendment to Implementing Regulation (EU) No 991/2012 

In the Annex to Implementing Regulation (EU) No 991/2012, in the line 3b609 the eighth column is replaced by the 
following: 

‘Dogs and cats: 200 (total) 

Salmonids and milk replacers for calves: 180 (total) 

Piglets, sows, rabbits and all fish species other than salmonids: 150 (total) 

Other species and categories: 120 (total)’. 
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Article 6 

Amendment to Implementing Regulation (EU) No 636/2013 

In the Annex to Commission Implementing Regulation (EU) No 636/2013, in the line 3b611 the eighth column is 
replaced by the following: 

‘Dogs and cats: 200 (total) 

Salmonids and milk replacers for calves: 180 (total) 

Piglets, sows, rabbits and all fish species other than salmonids: 150 (total) 

Other species and categories: 120 (total)’. 

Article 7 

Transitional measures 

1. Zinc acetate dihydrate, Zinc oxide, Zinc sulphate heptahydrate, Zinc sulphate monohydrate, Zinc chelate of amino 
acids hydrate and Zinc chelate of glycine hydrate and the zinc compounds authorised by Regulation (EU) No 335/2010 
and Implementing Regulations (EU) No 991/2012 and (EU) No 636/2013 and premixtures containing them, which are 
produced and labelled before 27 January 2017 in accordance with the rules applicable before 27 July 2016 may 
continue to be placed on the market and used until the existing stocks are exhausted. 

2. Feed materials and compound feed containing the substances referred to in paragraph 1 which are produced and 
labelled before 27 July 2017 in accordance with the rules applicable before 27 July 2016 may continue to be placed on 
the market and used until the existing stocks are exhausted if they are intended for food producing animals. 

3. Feed materials and compound feed containing the substances referred to in paragraph 1 which are produced and 
labelled before 27 July 2018 in accordance with the rules applicable before 27 July 2016 may continue to be placed on 
the market and used until the existing stocks are exhausted if they are intended for non-food producing animals. 

Article 8 

Entry into force 

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, 6 July 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX 

Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 %  

Category of nutritional additives. Functional group: compounds of trace elements 

3b601 — Zinc acetate 
dihydrate 

Additive composition 

Zinc acetate dihydrate, as a pow­
der with a minimum content of 
29,6 % zinc. 

Characterisation of the active  
substance 

Chemical formula:  
Zn(CH3COO)2 · 2H2O 

CAS Number: 5970-45-6 

Analytical methods (1) 

For the quantification of the zinc 
acetate dihydrate in the feed addi­
tive: 

—  titration with sodium edetate 
(European Pharmacopoeia 
Monograph 1482). 

For the quantification of total zinc 
in the feed additive and premix­
tures: 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES), or  

All animal 
species 

— — Dogs and cats: 
200 (total) 

Salmonids and 
milk replacers for 
calves: 180 (total) 

Piglets, sows, rab­
bits and all fish 
other than sal­
monids: 150 (to­
tal) 

Other species and 
categories: 120 
(total) 

1. The additive shall be in­
corporated into feed in 
the form of a premix­
ture.  

2. For users of the additive 
and premixtures, feed 
business operators shall 
establish operational 
procedures and appro­
priate organisational 
measures to address the 
potential risks by inhala­
tion, dermal contact or 
eyes contact. Where 
risks cannot be reduced 
to an acceptable level by 
these procedures and 
measures, the additive 
and premixtures shall be 
used with appropriate 
personal protective 
equipment. 

27 July 
2026 
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion. 

For the quantification of total zinc 
in feed materials and compound 
feed: 

—  Commission Regulation (EC) 
No 152/2009 (2) — Atomic 
Absorption Spectrometry 
(AAS); or 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES); or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.  

3b602 — Zinc chloride 
anhydrous 

Additive composition 

Zinc chloride anhydrous, as a 
powder with a minimum content 
of 46,1 % zinc.  

All animal 
species 

— — Dogs and cats: 
200 (total) 

Salmonids and 
milk replacers for 
calves: 180 (total)  

1. The additive shall be in­
corporated into feed in 
the form of a liquid pre­
mixture.  
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

Characterisation of the active  
substance 

Chemical formula: ZnCl2 

CAS Number: 7646-85-7 

Analytical methods (1) 

For the quantification of the zinc 
chloride anhydrous in the feed 
additive: 

—  titration with sodium edetate 
(European Pharmacopoeia 
Monograph 0110). 

For the quantification of total zinc 
in the feed additive and premix­
tures: 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES), or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion; 

—  ICP-AES CEN method (EN 
ISO 11885); not for premix­
tures.  

Piglets, sows, rab­
bits and all fish 
other than sal­
monids: 150 (to­
tal) 

Other species and 
categories: 120 
(total)  

2. For users of the additive 
and premixtures, feed 
business operators shall 
establish operational 
procedures and appro­
priate organisational 
measures to address the 
potential risks by inhala­
tion, dermal contact or 
eyes contact. Where 
risks cannot be reduced 
to an acceptable level by 
these procedures and 
measures, the additive 
and premixtures shall be 
used with appropriate 
personal protective 
equipment. 
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

For the quantification of total zinc 
in feed materials and compound 
feed: 

—  Regulation (EC) No 152/2009 
— Atomic Absorption Spec­
trometry (AAS); or 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES); or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.  

3b603 — Zinc oxide Additive composition 

Zinc oxide, as a powder with a 
minimum content of 72 % zinc 

Characterisation of the active  
substance 

Chemical formula: ZnO 

CAS Number: 1314-13-2  

All animal 
species 

— — Dogs and cats: 
200 (total)  

1. The additive shall be in­
corporated into feed in 
the form of a premix­
ture.  
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

Analytical methods (1) 

For the quantification of the zinc 
oxide in the feed additive: 

—  titration with sodium edetate 
(European Pharmacopoeia 
Monograph 0252). 

For the quantification of total zinc 
in the feed additive and premix­
tures: 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES), or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion. 

For the quantification of total zinc 
in feed materials and compound 
feed: 

—  Regulation (EC) No 152/2009 
— Atomic Absorption Spec­
trometry (AAS); or  

Salmonids and 
milk replacers for 
calves: 180 (total) 

Piglets, sows, rab­
bits and all fish 
other than sal­
monids: 150 (to­
tal) 

Other species and 
categories: 120 
(total)  

2. For users of the additive 
and premixtures, feed 
business operators shall 
establish operational 
procedures and appro­
priate organisational 
measures to address the 
potential risks by inhala­
tion, dermal contact or 
eyes contact. Where 
risks cannot be reduced 
to an acceptable level by 
these procedures and 
measures, the additive 
and premixtures shall be 
used with appropriate 
personal protective 
equipment. 
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES); or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.  

3b604 — Zinc sulphate 
heptahydrate 

Additive composition 

Zinc sulphate heptahydrate, as a 
powder with a minimum content 
of 22 % zinc. 

Characterisation of the active  
substance 

Chemical formula:  
ZnSO4 · 7H2O 

CAS Number: 7446-20-0 

Analytical methods (1) 

For the quantification of the zinc 
sulphate heptahydrate in the feed 
additive: 

—  titration with sodium edetate 
(European Pharmacopoeia 
Monograph 0111).  

All animal 
species 

— — Dogs and cats: 
200 (total) 

Salmonids and 
milk replacers for 
calves: 180 (total) 

Piglets, sows, rab­
bits and all fish 
other than sal­
monids: 150 (to­
tal) 

Other species and 
categories: 120 
(total) 

1. The additive shall be in­
corporated into feed in 
the form of a premix­
ture.  

2. For users of the additive 
and premixtures, feed 
business operators shall 
establish operational 
procedures and appro­
priate organisational 
measures to address the 
potential risks by inhala­
tion, dermal contact or 
eyes contact. Where 
risks cannot be reduced 
to an acceptable level by 
these procedures and 
measures, the additive 
and premixtures shall be 
used with appropriate 
personal protective 
equipment. 
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

For the quantification of total zinc 
in the feed additive and premix­
tures: 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES), or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion. 

For the quantification of total zinc 
in feed materials and compound 
feed: 

—  Regulation (EC) No 152/2009 
— Atomic Absorption Spec­
trometry (AAS); or 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES); or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.   
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

3b605 — Zinc sulphate 
monohydrate 

Additive composition 

Zinc sulphate monohydrate, as a 
powder with a minimum content 
of 34 % zinc. 

Characterisation of the active  
substance 

Chemical formula: ZnSO4 · H2O 

CAS Number: 7446-19-7 

Analytical methods (1) 

For the quantification of the zinc 
sulphate monohydrate in the feed 
additive: 

—  titration with sodium edetate 
(European Pharmacopoeia 
Monograph 2159). 

For the quantification of total zinc 
in the feed additive and premix­
tures: 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES), or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.  

All animal 
species 

— — Dogs and cats: 
200 (total) 

Salmonids and 
milk replacers for 
calves: 180 (total) 

Piglets, sows, rab­
bits and all fish 
other than sal­
monids: 150 (to­
tal) 

Other species and 
categories: 120 
(total) 

1. The additive shall be in­
corporated into feed in 
the form of a premix­
ture.  

2. For users of the additive 
and premixtures, feed 
business operators shall 
establish operational 
procedures and appro­
priate organisational 
measures to address the 
potential risks by inhala­
tion, dermal contact or 
eyes contact. Where 
risks cannot be reduced 
to an acceptable level by 
these procedures and 
measures, the additive 
and premixtures shall be 
used with appropriate 
personal protective 
equipment. 
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

For the quantification of total zinc 
in feed materials and compound 
feed: 

—  Regulation (EC) No 152/2009 
— Atomic Absorption Spec­
trometry (AAS); or 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES); or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.  

3b606 — Zinc chelate 
of amino 
acids hydrate 

Additive composition 

Zinc amino acid complex where 
the zinc and the amino acids 
derived from soya protein are 
chelated via coordinate covalent 
bonds, as a powder with a mini­
mum content of 10 % zinc.  

All animal 
species 

— — Dogs and cats: 
200 (total) 

Salmonids and 
milk replacers for 
calves: 180 (total)  

1. The additive shall be in­
corporated into feed in 
the form of a premix­
ture.  

2. Zinc chelate of amino 
acids may be placed on 
the market and used as 
an additive consisting of 
a preparation.  
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

Characterisation of the active  
substance 

Chemical formula:  
Zn(x)1–3 · nH2O, x = anion of any 
amino acid from soya protein 
hydrolysate. 

Maximum of 10 % of the 
molecules exceeding 1 500 Da. 

Analytical methods (1) 

For the quantification of amino 
acid content in the feed additive: 

—  ion exchange chromatography 
method with post-column 
derivatisation and UV or fluor­
escence detection: Commis­
sion Regulation (EC) 
No 152/2009 (Annex III, F). 

For the quantification of total zinc 
in the feed additive and premix­
tures: 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES), or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.  

Piglets, sows, rab­
bits and all fish 
other than sal­
monids: 150 (to­
tal) 

Other species and 
categories: 120 
(total)  

3. For users of the additive 
and premixtures, feed 
business operators shall 
establish operational 
procedures and appro­
priate organisational 
measures to address the 
potential risks by inhala­
tion, dermal contact or 
eyes contact. Where 
risks cannot be reduced 
to an acceptable level by 
these procedures and 
measures, the additive 
and premixtures shall be 
used with appropriate 
personal protective 
equipment. 
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

For the quantification of total zinc 
in feed materials and compound 
feed: 

—  Regulation (EC) No 152/2009 
— Atomic Absorption Spec­
trometry (AAS); or 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES); or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.  

3b612 — Zinc chelate 
of protein 
hydrolysates 

Additive composition 

Zinc chelate of protein hydroly­
sates as a powder with a mini­
mum content of 10 % zinc. 

Minimum of 85 % zinc chelated.  

All animal 
species 

— — Dogs and cats: 
200 (total) 

Salmonids and 
milk replacers for 
calves: 180 (total)  

1. The additive shall be in­
corporated into feed in 
the form of a premix­
ture.  

2. Zinc chelate of protein 
hydrolysates may be 
placed on the market 
and used as an additive 
consisting of a prepara­
tion.  
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

Characterisation of the active  
substance 

Chemical formula:  
Zn(x)1–3 · nH2O, x = anion of pro­
tein hydrolysates containing any 
amino acid from soya protein 
hydrolysate. 

Analytical methods (1) 

For the quantification of protein 
hydrolysates content in the feed 
additive: 

—  ion exchange chromatography 
method with post-column 
derivatisation and UV or fluor­
escence detection: Regulation 
(EC) No 152/2009 (Annex III, 
F). 

For the determination of chelated 
Zinc content in the feed additive: 

—  Fourier Transformed Infrared 
(FTIR) spectroscopy followed 
by multivariate regression 
methods.  

Piglets, sows, rab­
bits and all fish 
other than sal­
monids: 150 (to­
tal) 

Other species and 
categories: 120 
(total)  

3. For users of the additive 
and premixtures, feed 
business operators shall 
establish operational 
procedures and appro­
priate organisational 
measures to address the 
potential risks by inhala­
tion, dermal contact or 
eyes contact. Where 
risks cannot be reduced 
to an acceptable level by 
these procedures and 
measures, the additive 
and premixtures shall be 
used with appropriate 
personal protective 
equipment. 
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

For the quantification of total zinc 
in the feed additive and premix­
tures: 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES), or 

—  EN/TS 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion. 

For the quantification of total zinc 
in feed materials and compound 
feed: 

—  Regulation (EC) No 152/2009 
— Atomic Absorption Spec­
trometry (AAS); or 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES); or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.   
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

3b607 — Zinc chelate 
of glycine 
hydrate (solid) 

Additive composition 

Zinc chelate of glycine, hydrate, as 
a powder with a minimum con­
tent of 15 % zinc. 

Moisture: maximum 10 %. 

Characterisation of the active  
substance 

Chemical formula:  
Zn(x)1-3 · nH2O, x = anion of 
glycine. 

Analytical methods (1) 

For the quantification of the 
glycine content in the feed 
additive: 

—  ion exchange chromatography 
method with post-column 
derivatisation and UV or fluor­
escence detection: Regulation 
(EC) No 152/2009 (Annex III, 
F). 

For the quantification of total zinc 
in the feed additive and premix­
tures: 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES), or  

All animal 
species 

— — Dogs and cats: 
200 (total) 

Salmonids and 
milk replacers for 
calves: 180 (total) 

Piglets, sows, rab­
bits and all fish 
other than sal­
monids: 150 (to­
tal) 

Other species and 
categories: 120 
(total) 

1. The additive shall be in­
corporated into feed in 
the form of a premix­
ture.  

2. For users of the additive 
and premixtures, feed 
business operators shall 
establish operational 
procedures and appro­
priate organisational 
measures to address the 
potential risks by inhala­
tion, dermal contact or 
eyes contact. Where 
risks cannot be reduced 
to an acceptable level by 
these procedures and 
measures, the additive 
and premixtures shall be 
used with appropriate 
personal protective 
equipment. 
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion. 

For the quantification of total zinc 
in feed materials and compound 
feed: 

—  Regulation (EC) No 152/2009 
— Atomic Absorption Spec­
trometry (AAS); or 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES); or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.  

3b608 — Zinc chelate 
of glycine 
hydrate  
(liquid) 

Additive composition 

Liquid zinc chelate of glycine, 
hydrate, with a minimum content 
of 7 % zinc.  

All animal 
species 

— — Dogs and cats: 
200 (total)  

1. The additive shall be in­
corporated into feed in 
the form of a premix­
ture.  
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

Characterisation of the active  
substance 

Chemical formula:  
Zn(x)1-3 · nH2O, x = anion of 
glycine. 

Analytical methods (1) 

For the quantification of the gly­
cine content in the feed additive: 

—  ion exchange chromatography 
method with post-column 
derivatisation and UV or fluor­
escence detection: Regulation 
(EC) No 152/2009 (Annex III, 
F). 

For the quantification of total zinc 
in the feed additive and premix­
tures: 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES), or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion.  

Salmonids and 
milk replacers for 
calves: 180 (total) 

Piglets, sows, rab­
bits and all fish 
other than sal­
monids: 150 (to­
tal) 

Other species and 
categories: 120 
(total)  

2. Zinc chelate of glycine 
(liquid) may be placed 
on the market and used 
as an additive consisting 
of a preparation.  

3. For users of the additive 
and premixtures, feed 
business operators shall 
establish operational 
procedures and appro­
priate organisational 
measures to address the 
potential risks by inhala­
tion, dermal contact or 
eyes contact. Where 
risks cannot be reduced 
to an acceptable level by 
these procedures and 
measures, the additive 
and premixtures shall be 
used with appropriate 
personal protective 
equipment. 
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Identification 
number of 

the additive 

Name of the 
holder of 

authorisation 
Additive Composition, chemical formula, 

description, analytical method 

Species or 
category of 

animal 

Maximum 
age 

Minimum 
content Maximum content 

Other provisions 

End of 
period of 
authorisa­

tion 
Content of element (Zn) in mg/kg 
of complete feed with a moisture 

content of 12 % 

For the quantification of total zinc 
in feed materials and compound 
feed: 

—  Regulation (EC) No 152/2009 
— Atomic Absorption Spec­
trometry (AAS); or 

—  EN 15510: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES); or 

—  EN 15621: Inductively 
Coupled Plasma — Atomic 
Emission Spectrometry (ICP- 
AES) after pressure digestion. 

(1)  Details of the analytical methods are available at the following address of the Reference Laboratory: https://ec.europa.eu/jrc/en/eurl/feed-additives/evaluation-reports 
(2)  Commission Regulation (EC) No 152/2009 of 27 January 2009 laying down the methods of sampling and analysis for the official control of feed (OJ L 54, 26.2.2009, p. 1).   
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/1096 

of 6 July 2016 

amending Regulation (EC) No 1251/2008 as regards the requirements for placing on the market of 
consignments of certain fish species intended for the Member States or parts thereof with national 

measures for salmonid alphavirus (SAV) approved by Decision 2010/221/EU 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

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

Having regard to Council Directive 2006/88/EC of 24 October 2006 on animal health requirements for aquaculture 
animals and products thereof, and on the prevention and control of certain diseases in aquatic animals (1), and in 
particular Article 43 and Article 61(3) thereof, 

Whereas: 

(1)  Commission Regulation (EC) No 1251/2008 (2) lays down conditions and certification requirements for the 
placing on the market and the import of aquaculture animals in Member States or parts thereof which are subject 
to national measures approved by Commission Decision 2010/221/EU (3). 

(2)  Decision 2010/221/EU, allows the Member States listed in Annex I or II thereto to impose requirements for the 
placing on the market and the import of fish species susceptible to salmonid alphavirus (SAV) into areas regarded 
as free of that disease or covered by an approved surveillance programme. Consignments of fish of species 
susceptible to SAV intended for farming, relaying areas, put and take fisheries, open ornamental facilities and 
restocking, introduced into such Member States or parts thereof, should originate from areas with an equivalent 
health status and be accompanied by an animal health certificate certifying compliance with those requirements. 

(3)  In order to ensure that those requirements are complied with, it is appropriate to include a reference to SAV in in 
the model health certificate set out in Part A of Annex II to Regulation (EC) No 1251/2008. 

(4)  Part C of Annex II to Regulation (EC) No 1251/2008 lists species susceptible to diseases for which national 
measures are approved under Decision 2010/221/EU. The Aquatic Animal Health Code (Aquatic Code) and the 
Manual of Diagnostic Tests for Aquatic Animals (Aquatic Manual) adopted by the World Animal Health 
Organisation (OIE) currently list Atlantic Salmon (Salmo salar), rainbow trout (Oncorynchus mykiss) and brown 
trout (Salmo trutta) as species susceptible to SAV. In the interest of legal clarity with regard to the scope of 
Regulation (EC) No 1251/2008, a reference to SAV and to the fish species susceptible to that virus should be 
included in Part C of Annex II to that Regulation. 

(5)  Regulation (EC) No 1251/2008 should therefore be amended accordingly. 

(6)  It is appropriate to allow Member States and the industry sufficient time to take the measures necessary to 
comply with the requirements laid down in this Regulation. 

(7)  The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on 
Plants, Animals, Food and Feed, 
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(1) OJ L 328, 24.11.2006, p. 14. 
(2) Commission Regulation (EC) No 1251/2008 of 12 December 2008 implementing Council Directive 2006/88/EC as regards conditions 

and certification requirements for the placing on the market and the import into the Community of aquaculture animals and products 
thereof and laying down list of vector species (OJ L 337, 16.12.2008, p. 41). 

(3) Commission Decision 2010/221/EU of 15 April 2010 approving national measures for limiting the impact of certain diseases in 
aquaculture animals and wild aquatic animals in accordance with Article 43 of Council Directive 2006/88/EC (OJ L 98, 20.4.2010, p. 7). 



HAS ADOPTED THIS REGULATION: 

Article 1 

Parts A and C of Annex II to Regulation (EC) No 1251/2008 are replaced by the text set out in the Annex to this 
Regulation. 

Article 2 

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

It shall apply from 1 October 2016. 

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

Done at Brussels, 6 July 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX 

Annex II to Regulation (EC) No 1251/2008 is amended as follows: 

(1)  Part A is replaced by the following: 

‘PART A 

Model animal health certificate for the placing on the market of aquaculture animals for farming, 
relaying, put and take fisheries, open ornamental facilities and restocking 
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’  

(2)  Part C is replaced by the following: 

‘PART C 

List of species susceptible to diseases for which national measures are approved under Decision 
2010/221/EU 

Disease Susceptible species 

Spring Viraemia of Carp (SVC) Bighead carp (Aristichthys nobilis), goldfish (Carassius auratus), 
crucian carp (Carassius carassius), grass carp (Ctenopharyngodon 
idellus), common carp and koi carp (Cyprinus carpio), silver carp 
(Hypophthalmichthys molitrix), sheatfish (Silurus glanis), and tench 
(Tinca tinca), Orfe (Leuciscus idus) 

Bacterial kidney disease (BKD) Family: Salmonidae 

Infectious pancreatic necrosis virus (IPN) Rainbow trout (Oncorhynchus mykiss), brook trout (Salvelinus 
fontinalis), brown trout (Salmo trutta), Atlantic salmon (Salmo salar) 
and (Oncorhynchus spp.), whitefish (Coregonus lavaretus) 

Infection with salmonid alphavirus (SAV) Atlantic salmon (Salmo salar), rainbow trout (Oncorhynchus mykiss), 
brown trout (Salmo trutta) 

Infection with Gyrodactylus salaris Atlantic salmon (Salmo salar), rainbow trout (Oncorhynchus mykiss), 
Arctic char (Salvelinus alpinus), North American brook trout 
(Salvelinus fontinalis), grayling (Thymallus thymallus), North American 
lake trout (Salvelinus namaycush) and brown trout (Salmo trutta). 

Ostreid herpesvirus 1 μνar (OsHV-1 μνar) Pacific oyster (Crassostrea gigas)’   
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/1097 

of 6 July 2016 

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 (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 
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, 6 July 2016. 

For the Commission, 

On behalf of the President, 
Jerzy PLEWA 

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 (1) Standard import value 

0702 00 00 MA  136,2 

ZZ  136,2 

0709 93 10 TR  136,6 

ZZ  136,6 

0805 50 10 AR  153,4 

BO  231,1 

CL  185,5 

UY  183,3 

ZA  182,0 

ZZ  187,1 

0808 10 80 AR  180,7 

BR  99,6 

CL  126,6 

CN  116,1 

NZ  135,5 

US  149,7 

UY  67,7 

ZA  110,8 

ZZ  123,3 

0808 30 90 AR  197,6 

CL  125,3 

CN  91,9 

ZA  132,2 

ZZ  136,8 

0809 10 00 TR  209,4 

ZZ  209,4 

0809 29 00 TR  326,2 

ZZ  326,2 

0809 30 10, 0809 30 90 TR  126,8 

ZZ  126,8 

0809 40 05 TR  160,5 

ZZ  160,5 

(1)  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 

COUNCIL DECISION (EU) 2016/1098 

of 4 July 2016 

on the position to be taken on behalf of the European Union within the ACP-EU Committee of 
Ambassadors regarding the revision of Annex III to the ACP-EU Partnership Agreement 

THE COUNCIL OF THE EUROPEAN UNION, 

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 209(2), in conjunction 
with Article 218 (9) thereof, 

Having regard to the Partnership Agreement between the members of the African, Caribbean and Pacific Group of States 
of the one part, and the European Community and its Member States of the other part (1), 

Having regard to the proposal from the European Commission, 

Whereas: 

(1)  Article 100 of the Partnership Agreement between the members of the African, Caribbean and Pacific Group of 
States of the one part, and the European Community and its Member States of the other part (‘ACP-EU 
Partnership Agreement’) states that Annexes Ia, Ib, II, III, IV and VI thereto may be revised, reviewed and/or 
amended by the ACP-EU Council of Ministers on the basis of a recommendation from the ACP-EU Development 
Finance Cooperation Committee. 

(2)  Article 15(4) of the ACP-EU Partnership Agreement states that the ACP-EU Council of Ministers may delegate 
powers to the ACP-EU Committee of Ambassadors. 

(3)  At its 39th session held on 19 and 20 June 2014 in Nairobi, Kenya, the ACP-EU Council of Ministers agreed, in a 
Joint Declaration, to proceed with the orderly closing of the Centre for the Development of Enterprise (‘CDE’) and 
to the amendment of Annex III to the ACP-EU Partnership Agreement, and for this purpose, to grant a delegation 
of powers to the ACP-EU Committee of Ambassadors to take the matter forward with a view to adopting the 
necessary decisions, including the relevant amendment to that Annex III. 

(4)  Annex III to the ACP-EU Partnership Agreement should be amended in order to establish the new legal 
framework of the CDE existing solely for the purposes of its liquidation. 

(5)  The position of the Union within the ACP-EU Committee of Ambassadors regarding the revision of Annex III to 
the ACP-EU Partnership Agreement should therefore be based on the attached draft Decision, 

HAS ADOPTED THIS DECISION: 

Article 1 

1. The position to be taken on behalf of the Union within the ACP-EU Committee of Ambassadors regarding the 
revision of Annex III to the ACP-EU Partnership Agreement shall be based on the draft Decision of the ACP-EU 
Committee of Ambassadors attached to this Decision. 

2. Minor technical changes to the draft Decision may be agreed by the representatives of the Union in the ACP-EU 
Committee of Ambassadors without further decision of the Council. 
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(1) Agreement signed in Cotonou on 23 June 2000 (OJ L 317, 15.12.2000, p. 3), as amended by the Agreement signed in Luxembourg on 
25 June 2005 (OJ L 209, 11.8.2005, p. 27) and by the Agreement signed in Ouagadougou on 22 June 2010 (OJ L 287, 4.11.2010, p. 3). 



Article 2 

After its adoption, the Decision of the ACP-EU Committee of Ambassadors shall be published in the Official Journal of 
the European Union. 

Article 3 

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

Done at Brussels, 4 July 2016. 

For the Council 

The President 
M. LAJČÁK  
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DRAFT  

DECISION No 2016/… OF THE ACP-EU COMMITTEE OF AMBASSADORS 

of 

regarding the revision of Annex III to the ACP-EU Partnership Agreement 

THE ACP-EU COMMITTEE OF AMBASSADORS, 

Having regard to the Partnership Agreement between the members of the African, Caribbean and Pacific Group of States 
of the one part, and the European Community and its Member States of the other part (1) (‘ACP-EU Partnership 
Agreement’), and in particular Article 100 thereof, 

Whereas: 

(1)  Article 100 of the ACP-EU Partnership Agreement states that Annexes Ia, Ib, II, III, IV and VI thereto may be 
revised, reviewed and/or amended by the ACP-EU Council of Ministers on the basis of a recommendation from 
the ACP-EU Development Finance Cooperation Committee. 

(2)  Article 15(4) of the ACP-EU Partnership Agreement states that the ACP-EU Council of Ministers may delegate 
powers to the ACP-EU Committee of Ambassadors. 

(3)  Article 2 of Annex III to the ACP-EU Partnership Agreement relates to the Centre for the Development of 
Enterprise (‘CDE’). Under point (a) of Article 2(6) of that Annex III, the ACP-EU Committee of Ambassadors is 
appointed as the supervisory authority of the CDE with, amongst other things, the responsibility to lay down the 
statutes of the CDE, which were adopted by Decision No 8/2005 of the ACP-EU Committee of Ambassadors (2) 
(‘CDE Statutes’). Under point (a) of Article 2(7) of Annex III the CDE Executive Board is made, amongst other 
things, responsible for adopting the CDE's financial regulation and staff regulation. 

(4)  Article 1 of the CDE Statutes defines the principle of the legal personality of the CDE. 

(5)  Articles 9 and 10 of the CDE Statutes define the CDE Executive Board's mandate and composition. 

(6)  At its 39th session held on 19 and 20 June 2014 in Nairobi, Kenya, the ACP-EU Council of Ministers agreed, in a 
Joint Declaration, to proceed with the orderly closing of the CDE and to the amendment of Annex III to the 
ACP-EU Partnership Agreement, and for this purpose, to grant a delegation of powers to the ACP-EU Committee 
of Ambassadors to take the matter forward with a view to adopting the necessary decisions, including the 
relevant amendment to that Annex III. 

(7)  That Joint Declaration of the ACP-EU Council of Ministers established the ACP-EU Joint Working Group to 
ensure that the CDE is closed under the best possible conditions. 

(8)  The ACP-EU Committee of Ambassadors, in its Decision No 4/2014 (3) authorised the CDE Executive Board to 
take all appropriate measures to prepare for the closure of the CDE. Subsequently, the CDE Executive Board 
signed a contract with a Curator until 31 December 2016. 

(9)  In accordance with Article 2(3) of Decision No 4/2014, the closure plan envisages the finalisation of the 
winding-up by 31 December 2016 (‘closure phase’). With the CDE Executive Board's approval of the definitive 
closure plan on 29-30 June 2015, the CDE entered into its closure phase. 
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(1) Agreement signed in Cotonou on 23 June 2000 (OJ L 317, 15.12.2000, p. 3), as amended by the Agreement signed in Luxembourg on 
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(2) Decision No 8/2005 of the ACP‑EC Committee of Ambassadors of 20 July 2005 on the Statutes and rules of procedure of the Centre for 
the Development of Enterprise (OJ L 66, 8.3.2006, p. 16). 

(3) Decision No 4/2014 of the ACP‑EU Committee of Ambassadors of 23 October 2014 regarding the mandate to be given to the Executive 
Board of the Centre for the Development of Enterprise (CDE) (OJ L 330, 15.11.2014, p. 61). 



(10)  The closure phase should be followed by a ‘passive phase’ in which the CDE will solely exist for the purposes of 
its liquidation. The passive phase, to be managed by a Curator, may comprise administrative tasks, amongst other 
things, keeping the archives of the CDE, replying to any administrative formality, or managing residual litigations 
that could not have been settled during the closure phase. The passive phase should start on the day after the 
closure phase, namely on 1 January 2017. The passive phase should end after a period of four years, or when the 
CDE has settled all its liabilities and realised all its assets, whichever happens earlier. 

(11)  Under Article 26(1) of the CDE Financial Regulation, adopted by Decision No 5/2004 of the ACP-EC Committee 
of Ambassadors (1), the CDE's accounts should be closed at the end of the financial year in order to draw-up the 
CDE's financial statements. Therefore, the statutory audit of the year 2016 related to the closure phase should be 
finalised at the latest by 30 June 2017. 

(12)  The amendments to Annex III to the ACP-EU Partnership Agreement concern the deletion of the references to 
the CDE. This Decision constitutes the new legal framework of the CDE as from the start of the passive phase, 
namely as of 1 January 2017. 

(13)  Pursuant to Article 95(1) of the ACP-EU Partnership Agreement, the Agreement will expire in 2020. The 
governance structures applicable to the CDE's functioning in the passive phase should therefore be determined 
also for the period after 29 February 2020, 

HAS ADOPTED THIS DECISION: 

Article 1 

In order to reflect the cessation of activities of the CDE by 31 December 2016, Annex III to the ACP-EU Partnership 
Agreement is amended as follows:  

(1) the title of Annex III is replaced by the following: 

‘Institutional Support’.  

(2) Article 1 is replaced by the following: 

‘Cooperation shall support the institutional mechanism to promote agriculture and rural development. In this 
context, cooperation shall help to strengthen and reinforce the role of the Technical Centre for Agricultural and 
Rural Cooperation (CTA) in ACP institutional capacity development, particularly information management, in order 
to improve access to technologies for increasing agricultural productivity, commercialisation, food security and rural 
development.’.  

(3) Article 2 is deleted.  

(4) Article 3 is renumbered as Article 2. 

Article 2 

1. Before the end of the closure phase, namely 31 December 2016, the European Commission shall contract a 
Curator to ensure the implementation of the passive phase as from 1 January 2017 for a period of four years, or until 
the CDE has settled all its liabilities and realised all its assets, whichever happens earlier. 

2. The Curator shall be responsible for the implementation of the passive phase. The Curator shall provide annual 
reports to the ACP-EU Committee of Ambassadors on the progress made on the implementation of the passive phase. 
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Article 3 

1. The CDE Statutes, the CDE Financial Regulation and the CDE Staff Regulation shall remain in force until the end 
of the closure phase. 

This Decision constitutes the new legal framework of the CDE as from 1 January 2017. 

2. As from 1 January 2017 the legal personality of the CDE, as defined in Article 1 of the CDE Statutes, shall be 
maintained solely for the purposes of the liquidation of the CDE. 

3. During the passive phase, the CDE Executive Board, as established in Articles 9 and 10 of the CDE Statutes, will 
continue to exist until the date of the ACP-EU Committee of Ambassadors decision on the discharge proposal pursuant 
to Article 4 of Decision No 4/2014. 

As from the passive phase, the tasks of the CDE Executive Board shall be limited to the approval of the closure report, 
adoption of the accounts related to the closure phase and the transmission of a discharge proposal to the ACP-EU 
Committee of Ambassadors for decision. From 1 January 2017, it shall hold no more than one meeting per year. This 
does not exclude the possibility for the CDE Executive Board to decide by written procedure. 

Unless decided otherwise by the ACP-EU Committee of Ambassadors, the discharge is deemed to be approved three 
months following the date of the transmission of the discharge proposal, or by 31 December 2017, whichever is the 
earlier. 

4. The costs related to the passive phase shall be financed under the 11th European Development Fund. 

5. The entitlements of the CDE in respect of third parties and entitlement of third parties in respect of the CDE shall 
be subject to a limitation period of three years as from 1 January 2017. 

Article 4 

The assignment of the ACP-EU Joint Working Group on the closure of the CDE, as established by the Joint Declaration 
of the ACP-EU Council of Ministers of 19-20 June 2014, shall end with the ACP-EU Committee of Ambassadors 
decision on the discharge proposal pursuant to Article 4 of Decision No 4/2014. 

Article 5 

This Decision shall enter into force upon its adoption, with the exception of Article 1 which shall enter into force on 
1 January 2017. 

Done at …, 

For the ACP-EU Committee of Ambassadors 

The President  
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COUNCIL DECISION (EU) 2016/1099 

of 5 July 2016 

on the financial contributions to be paid by Member States to finance the European Development 
Fund, including the second instalment for 2016 

THE COUNCIL OF THE EUROPEAN UNION, 

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

Having regard to the Partnership Agreement between the members of the African, Caribbean and Pacific Group of States 
of the one part, and the European Community and its Member States, of the other part, signed in Cotonou on 23 June 
2000 (1), as last amended (‘ACP-EU Partnership Agreement’), 

Having regard to the Internal Agreement between the Representatives of the Governments of the Member States of the 
European Union, meeting within the Council, on the financing of European Union aid under the multiannual financial 
framework for the period 2014 to 2020, in accordance with the ACP-EU Partnership Agreement and on the allocation 
of financial assistance for the Overseas Countries and Territories to which Part Four of the Treaty on the Functioning of 
the European Union applies (2) (‘the Internal Agreement’) and in particular Article 7 thereof, 

Having regard to the Council Regulation (EU) 2015/323 of 2 March 2015 on the financial regulation applicable to the 
11th European Development Fund (3) (‘the 11th EDF Financial Regulation’), and in particular Article 21(3) thereof, 

Having regard to the proposal from the European Commission, 

Whereas: 

(1)  In accordance with the procedure laid down in Articles 21 to 24 of the 11th EDF Financial Regulation, the 
Commission is to present a proposal by 15 June 2016 specifying (a) the amount of the second instalment of the 
contribution for 2016, (b) a revised annual amount of the contribution for 2016, in cases where the amount 
deviates from actual needs. 

(2)  In accordance with Article 52 of the 11th EDF Financial Regulation, the European Investment Bank sent on 
28 April 2016 to the Commission its updated estimates of commitments and payments under the instruments it 
manages. 

(3)  Article 22(1) of the 11th EDF Financial Regulation provides that calls for contributions first use up the amounts 
provided for in previous European Development Funds (EDFs). Therefore a call for funds under the 10th EDF 
should be made. 

(4)  The Council has adopted on the 24 November 2015, on a proposal by the Commission, the Decision to set the 
ceiling for the annual amount of the Member States' EDF contributions for 2016 at EUR 3 450 000 000 for the 
Commission, and at EUR 150 000 000 for the European Investment Bank. 

(5)  By means of Council Decision 2013/759/EU (4), the Council has adopted the creation of the Bridging Facility on 
12 December 2013 regarding transitional EDF management measures from 1 January 2014 until the entry into 
force of the 11th European Development Fund, 
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HAS ADOPTED THIS DECISION: 

Article 1 

The individual European Development Fund contributions to be paid by the Member States to the European 
Commission and the European Investment Bank as the second instalment for 2016 are set out in the table in the Annex 
to this Decision. 

Payments of those contributions may be combined with adjustments under the implementation of the deduction of the 
funds committed under the Bridging Facility, following an adjustment plan communicated by each Member State to the 
Commission at the adoption of the third instalment 2015. 

Article 2 

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

Done at Brussels, 5 July 2016. 

For the Council 

The President 
M. LAJČÁK  
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ANNEX 

MEMBER STATES Key 10th EDF % 

Second instalment 2016 (EUR) 

paid to EIB 10th EDF paid to Commission 
10th EDF Total 

BELGIUM  3,53  3 530 000,00  35 300 000,00  38 830 000,00 

BULGARIA  0,14  140 000,00  1 400 000,00  1 540 000,00 

CZECH REPUBLIC  0,51  510 000,00  5 100 000,00  5 610 000,00 

DENMARK  2,00  2 000 000,00  20 000 000,00  22 000 000,00 

GERMANY  20,50  20 500 000,00  205 000 000,00  225 500 000,00 

ESTONIA  0,05  50 000,00  500 000,00  550 000,00 

IRELAND  0,91  910 000,00  9 100 000,00  10 010 000,00 

GREECE  1,47  1 470 000,00  14 700 000,00  16 170 000,00 

SPAIN  7,85  7 850 000,00  78 500 000,00  86 350 000,00 

FRANCE  19,55  19 550 000,00  195 500 000,00  215 050 000,00 

ITALY  12,86  12 860 000,00  128 600 000,00  141 460 000,00 

CYPRUS  0,09  90 000,00  900 000,00  990 000,00 

LATVIA  0,07  70 000,00  700 000,00  770 000,00 

LITHUANIA  0,12  120 000,00  1 200 000,00  1 320 000,00 

LUXEMBOURG  0,27  270 000,00  2 700 000,00  2 970 000,00 

HUNGARY  0,55  550 000,00  5 500 000,00  6 050 000,00 

MALTA  0,03  30 000,00  300 000,00  330 000,00 

NETHERLANDS  4,85  4 850 000,00  48 500 000,00  53 350 000,00 

AUSTRIA  2,41  2 410 000,00  24 100 000,00  26 510 000,00 

POLAND  1,30  1 300 000,00  13 000 000,00  14 300 000,00 

PORTUGAL  1,15  1 150 000,00  11 500 000,00  12 650 000,00 

ROMANIA  0,37  370 000,00  3 700 000,00  4 070 000,00 

SLOVENIA  0,18  180 000,00  1 800 000,00  1 980 000,00 

SLOVAKIA  0,21  210 000,00  2 100 000,00  2 310 000,00 

FINLAND  1,47  1 470 000,00  14 700 000,00  16 170 000,00 

SWEDEN  2,74  2 740 000,00  27 400 000,00  30 140 000,00 

UNITED KINGDOM  14,82  14 820 000,00  148 200 000,00  163 020 000,00 

TOTAL EU-27  100,00  100 000 000,00  1 000 000 000,00  1 100 000 000,00   
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COMMISSION IMPLEMENTING DECISION (EU) 2016/1100 

of 5 July 2016 

amending the Annex to Decision 2007/453/EC as regards the BSE status of Costa Rica, Germany, 
Lithuania, Namibia and Spain 

(notified under document C(2016) 4134) 

(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 999/2001 of the European Parliament and of the Council of 22 May 2001 laying 
down rules for the prevention, control and eradication of certain transmissible spongiform encephalopathies (1), and in 
particular the third subparagraph of Article 5(2) thereof, 

Whereas: 

(1)  Regulation (EC) No 999/2001 provides that Member States, third countries or regions thereof (‘countries or 
regions’) are to be classified according to their bovine spongiform encephalopathy (BSE) status into one of three 
categories: negligible BSE risk, controlled BSE risk and undetermined BSE risk. 

(2)  The Annex to Commission Decision 2007/453/EC (2) lists the BSE status of countries or regions according to 
their BSE risk. 

(3)  The World Organisation for Animal Health (OIE) plays a leading role in the categorisation of OIE Member 
Countries and zones by their BSE risk, according to the provisions of its Terrestrial Animal Health Code 
(Terrestrial Code (3)). 

(4)  On 27 May 2016, the OIE World Assembly of Delegates adopted Resolution No 20 titled ‘Recognition of the 
Bovine Spongiform Encephalopathy Risk Status of Member Countries’ (4). In addition to the countries previously 
recognised as having a negligible BSE risk status, that Resolution recognised Costa Rica, Germany, Lithuania, 
Namibia and Spain as having a negligible BSE risk. 

(5)  The list of countries or regions in the Annex to Decision 2007/453/EC should therefore be amended to recognise 
the negligible BSE risk status of these countries. 

(6)  The Annex to Decision 2007/453/EC should therefore be amended accordingly. 

(7)  The measures provided for in this Decision are in accordance with the opinion of the Standing Committee on 
Plants, Animals, Food and Feed, 

HAS ADOPTED THIS DECISION: 

Article 1 

The Annex to Decision 2007/453/EC is replaced by the text set out in the Annex to this Decision. 
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(1) OJ L 147, 31.5.2001, p. 1. 
(2) Commission Decision 2007/453/EC of 29 June 2007 establishing the BSE status of Member States or third countries or regions thereof 

according to their BSE risk (OJ L 172, 30.6.2007, p. 84). 
(3) http://www.oie.int/international-standard-setting/terrestrial-code/access-online/ 
(4) http://www.oie.int/fileadmin/Home/eng/Animal_Health_in_the_World/docs/pdf/2016_A20_RESO_BSE.pdf 

http://www.oie.int/international-standard-setting/terrestrial-code/access-online/
http://www.oie.int/fileadmin/Home/eng/Animal_Health_in_the_World/docs/pdf/2016_A20_RESO_BSE.pdf


Article 2 

This Decision is addressed to the Member States. 

Done at Brussels, 5 July 2016. 

For the Commission 
Vytenis ANDRIUKAITIS 

Member of the Commission  
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ANNEX 

The Annex to Decision 2007/453/EC is replaced by the following: 

‘ANNEX 

LIST OF COUNTRIES OR REGIONS  

A. Countries or regions with a negligible BSE risk 

Member States 

—  Belgium 

—  Bulgaria 

—  Czech Republic 

—  Denmark 

—  Germany 

—  Estonia 

—  Croatia 

—  Italy 

—  Cyprus 

—  Latvia 

—  Lithuania 

—  Luxembourg 

—  Hungary 

—  Malta 

—  Netherlands 

—  Austria 

—  Portugal 

—  Romania 

—  Slovenia 

—  Slovakia 

—  Spain 

—  Finland 

—  Sweden 

European Free Trade Association countries 

—  Iceland 

—  Liechtenstein 

—  Norway 

—  Switzerland 

Third countries 

—  Argentina 

—  Australia 

—  Brazil 

—  Chile 

—  Colombia 

—  Costa Rica 
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—  India 

—  Israel 

—  Japan 

—  Namibia 

—  New Zealand 

—  Panama 

—  Paraguay 

—  Peru 

—  Singapore 

—  United States 

—  Uruguay  

B. Countries or regions with a controlled BSE risk 
Member States 

—  Ireland 

—  Greece 

—  France 

—  Poland 

—  United Kingdom 

Third countries 

—  Canada 

—  Mexico 

—  Nicaragua 

—  South Korea 

—  Taiwan  

C. Countries or regions with an undetermined BSE risk 
—  Countries or regions not listed in points A or B.’  
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COMMISSION IMPLEMENTING DECISION (EU) 2016/1101 

of 5 July 2016 

amending Annexes I and II to Decision 2004/558/EC as regards the infectious bovine 
rhinotracheitis-free status of the Federal States of Rhineland-Palatinate, Saarland and the 

Regierungsbezirke Arnsberg, Detmold and Münster in Germany 

(notified under document C(2016) 4135) 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

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

Having regard to Council Directive 64/432/EEC of 26 June 1964 on animal health problems affecting intra-Community 
trade in bovine animals and swine (1), and in particular Article 9(2) and (3) and Article 10(2) and (3) thereof, 

Whereas: 

(1)  Directive 64/432/EEC lays down rules for trade within the Union in bovine animals. Article 9 of that Directive 
provides that a Member State which has a compulsory national control programme for infectious bovine 
rhinotracheitis may submit its programme to the Commission for approval. Article 9 of Directive 64/432/EEC 
also provides for the definition of the additional guarantees which may be required in intra-Union trade. 

(2)  Article 10 of Directive 64/432/EEC provides that where a Member State considers that its territory or part 
thereof is free of infectious bovine rhinotracheitis, it is to present appropriate supporting documentation to the 
Commission. That Article also provides for the definition of the additional guarantees which may be required in 
intra-Union trade. 

(3)  Commission Decision 2004/558/EC (2) approves the programmes for the control and eradication of infection 
with bovine herpesvirus type 1 (BHV1) presented by the Member States listed in Annex I thereto for the regions 
listed in that Annex and for which additional guarantees apply in accordance with Article 9 of Directive 
64/432/EEC. In addition, Annex II to Decision 2004/558/EC lists the regions of the Member States that are 
considered free of BHV1 and for which additional guarantees apply in accordance with Article 10 of Directive 
64/432/EEC. 

(4)  The Federal States of Hamburg, North Rhine-Westphalia, Rhineland-Palatinate, Saarland and Schleswig-Holstein of 
Germany are currently listed in Annex I to Decision 2004/558/EC. 

(5)  Germany has submitted to the Commission supporting documentation for the Federal States of Rhineland- 
Palatinate, Saarland and the Regierungsbezirke Arnsberg, Detmold and Münster in the Federal State of North 
Rhine-Westphalia to be considered free of BHV1 and for the additional guarantees provided for by Article 10 of 
Directive 64/432/EEC to apply to them. 

(6)  Following the evaluation of the supporting documentation submitted by Germany, the Federal States of 
Rhineland-Palatinate, Saarland and the Regierungsbezirke Arnsberg, Detmold and Münster in the Federal State of 
North Rhine-Westphalia should no longer be listed in Annex I to Decision 2004/558/EC, but instead should be 
listed in Annex II thereto and the application of the additional guarantees provided for by Article 10 of Directive 
64/432/EEC should be extended to cover them. Annexes I and II to Decision 2004/558/EC should therefore be 
amended accordingly. 

(7)  Decision 2004/558/EC should therefore be amended accordingly. 

(8)  The measures provided for in this Decision are in accordance with the opinion of the Standing Committee on 
Plants, Animals, Food and Feed, 
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(1) OJ 121, 29.7.1964, p. 1977/64. 
(2) Commission Decision 2004/558/EC of 15 July 2004 implementing Council Directive 64/432/EEC as regards additional guarantees for 

intra-Community trade in bovine animals relating to infectious bovine rhinotracheitis and the approval of the eradication programmes 
presented by certain Member States (OJ L 249, 23.7.2004, p. 20). 



HAS ADOPTED THIS DECISION: 

Article 1 

Annexes I and II to Decision 2004/558/EC are replaced by the text in the Annex to this Decision. 

Article 2 

This Decision is addressed to the Member States. 

Done at Brussels, 5 July 2016. 

For the Commission 
Vytenis ANDRIUKAITIS 

Member of the Commission  
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ANNEX 

‘ANNEX I 

Member States Regions of Member States to which the additional guarantees for infectious bovine rhinotracheitis 
apply in accordance with Article 9 of Directive 64/432/EEC 

Belgium All regions 

Czech Republic All regions 

Germany The Federal States of: 

Hamburg 

Schleswig-Holstein 

The following Regierungsbezirke in North Rhine-Westphalia: 

Düsseldorf 

Köln 

Italy Region Friuli-Venezia Giulia 

Autonomous Province of Trento  

ANNEX II 

Member States Regions of Member States to which the additional guarantees for infectious bovine rhinotracheitis 
apply in accordance with Article 10 of Directive 64/432/EEC 

Denmark All regions 

Germany The Federal States of: 

Baden-Württemberg 

Bavaria 

Berlin 

Brandenburg 

Bremen 

Hesse 

Lower Saxony 

Mecklenburg-Western Pomerania 

Rhineland-Palatinate 

Saarland 

Saxony 

Saxony-Anhalt 

Thuringia 

The following Regierungsbezirke in North Rhine-Westphalia 

Arnsberg 

Detmold 

Münster 
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Member States Regions of Member States to which the additional guarantees for infectious bovine rhinotracheitis 
apply in accordance with Article 10 of Directive 64/432/EEC 

Italy Region Valle d'Aosta 

Autonomous Province of Bolzano 

Austria All regions 

Finland All regions 

Sweden All regions’    
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COMMISSION IMPLEMENTING DECISION (EU) 2016/1102 

of 5 July 2016 

approving the national programmes to improve the production and marketing of apiculture 
products submitted by the Member States under Regulation (EU) No 1308/2013 of the European 

Parliament and of the Council 

(notified under document C(2016) 4133) 

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 (1), and in particular point (c) of the first 
paragraph of Article 57 thereof, 

Whereas: 

(1)  Pursuant to Article 55 of Regulation (EU) No 1308/2013, all the Member States sent the Commission their 
triennial national programmes for the production and marketing of apiculture products for the 2017, 2018 
and 2019 apiculture years. 

(2)  The 28 programmes meet the goals of Regulation (EU) No 1308/2013, and contain the information required by 
Article 4 of Commission Implementing Regulation (EU) 2015/1368 (2). 

(3)  The Union contribution to each national programme is to be decided in accordance with Article 55(2) of 
Regulation (EU) No 1308/2013 and Article 4 and Article 8(2) of Commission Delegated Regulation (EU) 
2015/1366 (3). 

(4)  The measures provided for in this Decision are in accordance with the opinion of the Committee for the 
Common Organisation of the Agricultural Markets, 

HAS ADOPTED THIS DECISION: 

Article 1 

The national programmes for the production and marketing of apiculture products for the 2017, 2018 and 2019 
apiculture years submitted by Belgium, Bulgaria, Czech Republic, Denmark, Germany, Estonia, Ireland, Greece, Spain, 
France, Croatia, Italy, Cyprus, Latvia, Lithuania, Luxembourg, Hungary, Malta, the Netherlands, Austria, Poland, Portugal, 
Romania, Slovenia, Slovakia, Finland, Sweden and the United Kingdom are hereby approved. 

Article 2 

The Union contribution to the national programmes referred to in Article 1 shall be limited to the maximum amounts 
as laid down in the Annex for the 2017, 2018 and 2019 apiculture years. 
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(1) OJ L 347, 20.12.2013, p. 671. 
(2) Commission Implementing Regulation (EU) 2015/1368 of 6 August 2015 laying down rules for the application of Regulation (EU) 

No 1308/2013 of the European Parliament and of the Council with regard to aid in the apiculture sector (OJ L 211, 8.8.2015, p. 9). 
(3) Commission Delegated Regulation (EU) 2015/1366 of 11 May 2015 supplementing Regulation (EU) No 1308/2013 of the European 

Parliament and of the Council with regard to aid in the apiculture sector (OJ L 211, 8.8.2015, p. 3). 



Article 3 

This Decision is addressed to the Member States. 

Done at Brussels, 5 July 2016 

For the Commission 
Phil HOGAN 

Member of the Commission  
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ANNEX 

Amount of the Union contribution to the national apiculture programmes for the 2017, 2018 
and 2019 apiculture years 

(EUR)  

2017 apiculture year 2018 apiculture year 2019 apiculture year 

Belgium 249 313 249 313 249 313 

Bulgaria 1 216 533 1 216 534 1 216 533 

Czech Republic 1 250 510 1 250 511 1 250 509 

Denmark 174 202 174 202 174 202 

Germany 1 645 049 1 645 050 1 645 048 

Estonia 82 800 82 800 82 800 

Ireland 36 333 36 333 36 333 

Greece 3 632 500 3 632 500 3 632 500 

Spain 5 634 999 5 635 001 5 634 999 

France 3 783 641 3 783 645 3 783 640 

Croatia 1 127 767 1 127 767 1 127 767 

Italy 3 045 356 3 045 357 3 045 354 

Cyprus 100 000 100 000 100 000 

Latvia 193 810 193 810 193 810 

Lithuania 324 090 324 090 324 090 

Luxembourg 18 049 18 049 18 049 

Hungary 2 517 625 2 517 627 2 517 624 

Malta 8 333 8 333 8 333 

Netherlands 173 986 173 971 174 000 

Austria 870 712 870 712 870 711 

Poland 2 961 910 2 961 911 2 961 908 

Portugal 1 299 259 1 299 259 1 299 259 

Romania 3 584 747 3 584 749 3 584 744 

Slovenia 382 814 382 814 382 814 

Slovakia 589 423 589 423 589 422 

Finland 115 637 115 637 115 637 

Sweden 346 911 346 911 346 911 

United Kingdom 633 691 633 691 633 690 

EU-28 36 000 000 36 000 000 36 000 000   
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CORRIGENDA 

Corrigendum to Commission Implementing Decision (EU) 2016/175 of 8 February 2016 on a 
measure taken by Spain pursuant to Directive 2006/42/EC of the European Parliament and of the 

Council, to prohibit the placing on the market of a type of pressure washer 

(Official Journal of the European Union L 33 of 10 February 2016) 

On page 12, in recital 4: 

for:  ‘(4)  The EC Declaration of Conformity issued by the manufacturer for the pressure washer made reference, 
among others, to the harmonised standard EN 60335-2-67:2009 “Household and similar electrical 
appliances — Safety — Part 2-67: Particular requirements for floor treatment and floor cleaning machines 
for commercial use (IEC 60335-2-67:2002 (Modified) + A1:2005 (Modified))”.’, 

read:  ‘(4)  The EC Declaration of Conformity issued by the manufacturer for the pressure washer made reference, 
among others, to the harmonised standard EN 60335-2-79:2009 “Household and similar electrical 
appliances — Safety — Part 2-79: Particular requirements for high pressure cleaners and steam cleaners 
(IEC 60335-2-79:2002 + A1:2004 + A2:2007, modified)”.’; 

on page 12, in the first, second and third indent of recital 5: 

for:  ‘EN 60335-2-67:2009’, 

read:  ‘EN 60335-2-79:2009’; 

on page 13, in recital 8: 

for:  ‘EN 60335-2-67’, 

read:  ‘EN 60335-2-79’.  
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