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II 

(Non-legislative acts) 

REGULATIONS 

COMMISSION IMPLEMENTING REGULATION (EU) 2016/145 

of 4 February 2016 

adopting the format of the document serving as evidence for the permit issued by the competent 
authorities of Member States allowing establishments to carry out certain activities concerning 
invasive alien species of Union concern pursuant to Regulation (EU) No 1143/2014 of the 

European Parliament and of the Council 

THE EUROPEAN COMMISSION, 

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

Having regard to Regulation (EU) No 1143/2014 of the European Parliament and of the Council of 22 October 2014 
on the prevention and management of the introduction and spread of invasive alien species (1), and in particular of 
Articles 8(6) thereof, 

Whereas: 

(1)  Regulation (EU) No 1143/2014 provides that the Commission is to adopt the format of the documents serving 
as evidence for permits issued by the competent authorities of Member States to carry out research on, or ex-situ 
conservation of, invasive alien species of Union concern, as set out in Article 8. Permits may also be issued for 
scientific production and subsequent medicinal use of these species. 

(2)  Permits may also be issued by Member States, in exceptional cases and for reasons of compelling public interest, 
to carry out activities other than those listed in Article 8(1), as set out in Article 9(1), provided an authorisation 
has been issued by the Commission. According to Article 9(6), such permits must be issued in accordance with 
Article 8(4) to (8). Hence the same format of the document serving as evidence for the permits must be used for 
the purposes of both Articles 8 and 9. 

(3)  The measures provided for in this Regulation are in accordance with the opinion of the Committee on Invasive 
Alien Species, 

HAS ADOPTED THIS REGULATION: 

Article 1 

The format of the document serving as evidence for the permit issued by the competent authorities of Member States 
pursuant to Articles 8(2) and 9(6) of Regulation (EU) No 1143/2014 is set out in the Annex to this Regulation. 

Article 2 

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the 
European Union. 
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(1) OJ L 317, 4.11.2014, p. 35. 



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

Done at Brussels, 4 February 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX 
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Instructions for filling in the document 

The document must be completed by the competent authority empowered to issue the permits referred to in 
Articles 8(2) and 9(6) of Regulation (EU) No 1143/2014. It must be signed, stamped and dated. 

Complete the document in capital letters. To indicate positively any option, tick or mark the sign. Clearly deface or 
cross out options or whole numbered boxes that are not relevant. 

Box 1.  Indicate the name, address, country, telephone number and email address of the establishment to which the 
permit has been granted and/or contact person in this establishment. 

Box 2.  Indicate the identification number of the permit. This number is to start by the two-letter ISO code (ISO 3166 
alpha-2) for the Member State issuing the permit, except for Greece and the United Kingdom for which the 
abbreviations EL and UK is to be used. The identification number is to be unique for the purposes of the 
permit system referred to in Article 8(1) of Regulation (EU) No 1143/2014. 

Box 3.  Indicate the name, address, country, telephone number and email address of the consignor or exporter, where 
applicable. 

Box 4.  Indicate the date of issue of the permit. 

Box 5.  Indicate the period of validity (start date; end date) of the permit, where applicable. 

Box 6.  Indicate the name, address, country, telephone number and email address of the consignee or importer, where 
applicable. 

Box 7.  Indicate the name of the competent authority issuing the permit. 

Box 8.  Describe the consignment or stock of specimens by filling in the information in boxes 8a to 8f: 

Box 8a.  This refers to the scientific name of the invasive alien species of Union concern for which the permit has been 
issued. 

Box 8b.  This refers to the common name of the invasive alien species for which the permit has been issued. 

Box 8c.  This refers to the codes of Combined Nomenclature (CN) as provided by Council Regulation (EEC) 
No 2658/87 (1). 

Box 8d.  Precise description of the consignment or stock and the specimens it contains. 

Box 8e.  Total net mass of consignment (or stock) in kg. It may be omitted if information is provided in box 8f. 

Box 8f.  Number of specimens in the consignment. It can be used when the quantity is best expressed in discrete units. 
It may be omitted if information is provided in box 8e. 

Box 9.  Indicate for which of the restrictions established under Article 7 of Regulation (EU) No 1143/2014 derogation 
has been granted. 

Box 10.  Indicate the purpose for which the permit has been granted. 

Box 11.  Indicate the relevant sections of the permit describing the conditions under which the activities have been 
permitted, pursuant to Article 8(2) of Regulation (EU) No 1143/2014. 

Box 12.  Indicate the relevant sections of the permit describing the provisions specified in the authorisation granted by 
the Commission. To be filled in only if the permit is issued following an authorisation by the Commission 
under Article 9 of Regulation (EU) No 1143/2014. 
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(1) Council Regulation (EEC) No 2658/87 of 23 July 1987 on the tariff and statistical nomenclature and on the Common Customs Tariff 
(OJ L 256, 7.9.1987, p. 1). 



Box 13.  Indicate the name of the authorising officer of the competent authority filling in this document. 

Box 14.  Signature of the authorising officer of the competent authority filling in this document. 

Box 15.  Official stamp of the competent authority and date on which this document was filled in.  
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/146 

of 4 February 2016 

renewing the approval of the active substance lambda-cyhalothrin, as a candidate for substitution, 
in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council 
concerning the placing of plant protection products on the market, and amending the Annex to 

Implementing Regulation (EU) No 540/2011 

(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 1107/2009 of the European Parliament and of the Council of 21 October 2009 
concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC 
and 91/414/EEC (1), and in particular Article 20(1) thereof, 

Whereas: 

(1)  The approval of the active substance lambda-cyhalothrin, as set out in Part A of the Annex to Commission 
Implementing Regulation (EU) No 540/2011 (2), expires on 30 June 2016. 

(2)  An application for the renewal of the inclusion of lambda-cyhalothrin in Annex I to Council Directive 
91/414/EEC (3) was submitted in accordance with Article 4 of Commission Regulation (EU) No 1141/2010 (4) 
within the time period provided for in that Article. 

(3)  The applicants submitted the supplementary dossiers required in accordance with Article 9 of Regulation (EU) 
No 1141/2010. The application was found to be complete by the rapporteur Member State. 

(4)  The rapporteur Member State prepared a renewal assessment report in consultation with the co-rapporteur 
Member State and submitted it to the European Food Safety Authority (hereinafter ‘the Authority’) and the 
Commission on 28 February 2013. 

(5)  The Authority communicated the renewal assessment report to the applicant and to the Member States for 
comments and forwarded the comments received to the Commission. The Authority also made the supple­
mentary summary dossier available to the public. 

(6)  On 11 March 2015, the Authority communicated to the Commission the revised version of its conclusion of 
23 April 2014 (5) on whether lambda-cyhalothrin can be expected to meet the approval criteria provided for in 
Article 4 of Regulation (EC) No 1107/2009. The Commission presented the draft review report for lambda- 
cyhalothrin to the Standing Committee on Plants, Animals, Food and Feed on 28 May 2015. 

(7)  It has been established with respect to one or more representative uses of at least one plant protection product 
containing the active substance that the approval criteria provided for in Article 4 are satisfied. Those approval 
criteria are therefore deemed to be satisfied. 

5.2.2016 L 30/7 Official Journal of the European Union EN     

(1) OJ L 309, 24.11.2009, p. 1. 
(2) Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the 

European Parliament and of the Council as regards the list of approved active substances (OJ L 153, 11.6.2011, p. 1). 
(3) Council Directive 91/414/EEC of 15 July 1991 concerning the placing of plant protection products on the market (OJ L 230, 19.8.1991, 

p. 1). 
(4) Commission Regulation (EU) No 1141/2010 of 7 December 2010 laying down the procedure for the renewal of the inclusion of a 

second group of active substances in Annex I to Council Directive 91/414/EEC and establishing the list of those substances (OJ L 322, 
8.12.2010, p. 10). 

(5) EFSA Journal 2014;12(5):3677. Available online: www.efsa.europa.eu 

http://www.efsa.europa.eu


(8) The risk assessment for the renewal of the approval of lambda-cyhalothrin is based on a limited number of rep­
resentative uses, which however do not restrict the uses for which plant protection products containing lambda- 
cyhalothrin may be authorised. It is therefore appropriate not to maintain the restriction to uses as an insecticide. 

(9)  The Commission however considers that lambda-cyhalothrin is a candidate for substitution pursuant to 
Article 24 of Regulation (EC) No 1107/2009. The Acceptable Operator Exposure Level (AOEL) is significantly 
lower than those of the majority of the approved active substances within the group of insecticides. Moreover, 
lambda-cyhalothrin is a bioaccumulative and toxic substance in accordance with points 3.7.2.2 and 3.7.2.3 
respectively, of Annex II to Regulation (EC) No 1107/2009, given that the bioconcentration factor is greater than 
2000 and the long-term no-observed effect concentration for freshwater organisms is less than 0,01 mg/L. 
Lambda-cyhalothrin therefore fulfils the conditions set in the first and second indent of point 4 of Annex II to 
Regulation (EC) No 1107/2009. 

(10)  In accordance with Article 13(2) of Regulation (EC) No 1107/2009 in conjunction with Article 6 thereof and in 
the light of current scientific and technical knowledge, it is, necessary to include certain conditions. It is, in 
particular, appropriate to require further confirmatory information. 

(11)  It is therefore appropriate to renew the approval of lambda-cyhalothrin as a candidate for substitution. 

(12)  In accordance with Article 20(3) of Regulation (EC) No 1107/2009, in conjunction with Article 13(4) thereof, 
the Annex to Implementing Regulation (EU) No 540/2011 should be amended accordingly. 

(13)  Commission Implementing Regulation (EU) 2015/1885 (1) extended the expiry date of lambda-cyhalothrin to 
30 June 2016 in order to allow the renewal process to be completed before the expiry of its approval. However, 
given that a decision on renewal has been taken ahead of the extended expiry date, this Regulation should apply 
from 1 April 2016. 

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

HAS ADOPTED THIS REGULATION: 

Article 1 

Renewal of the approval of active substance as a candidate for substitution 

The approval of the active substance lambda-cyhalothrin, as a candidate for substitution, is renewed as set out in 
Annex I. 

Article 2 

Amendments to Implementing Regulation (EU) No 540/2011 

The Annex to Implementing Regulation (EU) No 540/2011 is amended in accordance with Annex II to this Regulation. 
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(1) Commission Implementing Regulation (EU) 2015/1885 of 20 October 2015 amending Implementing Regulation (EU) No 540/2011 as 
regards the extension of the approval periods of the active substances 2,4-D, acibenzolar-s-methyl, amitrole, bentazone, cyhalofop butyl, 
diquat, esfenvalerate, famoxadone, flumioxazine, DPX KE 459 (flupyrsulfuron-methyl), glyphosate, iprovalicarb, isoproturon, lambda- 
cyhalothrin, metalaxyl-M, metsulfuron methyl, picolinafen, prosulfuron, pymetrozine, pyraflufen-ethyl, thiabendazole, thifensulfuron- 
methyl and triasulfuron (OJ L 276, 21.10.2015, p. 48). 



Article 3 

Entry into force and date of application 

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

It shall apply from 1 April 2016. 

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

Done at Brussels, 4 February 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX I 

Common Name, 
Identification Numbers IUPAC Name Purity (1) Date of approval Expiration of 

approval Specific provisions 

Lambda-Cyhalothrin 

CAS No 91465-08-6 

CIPAC No 463 

A 1:1 mixture of: 

(R)-α-cyano-3-phenoxyben­
zyl (1S,3S)-3-[(Z)-2-chloro- 
3,3,3-trifluoropropenyl]- 
2,2-dimethylcyclopropane­
carboxylate and (S)-α-cy­
ano-3-phenoxybenzyl 
(1R,3R)-3-[(Z)-2-chloro- 
3,3,3-trifluoropropenyl]- 
2,2-dimethylcyclopropane­
carboxylate or of (R)-α-cy­
ano-3-phenoxybenzyl (1S)- 
cis-3-[(Z)-2-chloro-3,3,3- 
trifluoropropenyl]-2,2-di­
methylcyclopropanecarbox­
ylate and (S)-α-cyano-3- 
phenoxybenzyl (1R)-cis-3- 
[(Z)-2-chloro-3,3,3-trifluor­
opropenyl]-2,2-dimethylcy­
clopropanecarboxylate 

900 g/kg 1 April 2016 31 March 2023 For the implementation of the uniform principles, as referred to in 
Article 29(6) of Regulation (EC) No 1107/2009, the conclusions of the 
review report on lambda-cyhalothrin, and in particular Appendices I and II 
thereof, shall be taken into account. 

In this overall assessment Member States shall pay particular attention to 
the: 

(a)  protection of operators, workers and bystanders; 

(b)  metabolites potentially formed in processed commodities; 

(c)  risk to aquatic organisms, mammals and non-target arthropods. 

Conditions of use shall include risk mitigation measures, where 
appropriate. 

The applicants shall submit confirmatory information as regards:  

1. a systematic review to assess the evidence available as regards potential 
sperm effects linked to exposure to lambda-cyhalothrin using guidance 
available (e.g. EFSA GD on Systematic Review methodology, 2010);  

2. toxicological information to assess the toxicological profile of the 
metabolites V (PBA) and XXIII (PBA(OH)). 

The applicants shall submit those information to the Commission, the 
Member States and the Authority by 1 April 2018. 

(1)  Further details on identity and specification of active substance are provided in the review report.   
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ANNEX II 

The Annex to Implementing Regulation (EU) No 540/2011 is amended as follows:  

(1) in Part A, entry 12 on lambda-cyhalothrin is deleted;  

(2) in Part E, the following entry is added:  

Common Name, 
Identification Numbers IUPAC Name Purity (1) Date of approval Expiration of 

approval Specific provisions 

‘5 Lambda-Cyhalothrin 

CAS No 91465-08-6 

CIPAC No 463 

A 1:1 mixture of: 

(R)-α-cyano-3-phenoxy­
benzyl (1S,3S)-3-[(Z)-2- 
chloro-3,3,3-trifluoro­
propenyl]-2,2-dimethyl­
cyclopropanecarboxylate 
and (S)-α-cyano-3-phe­
noxybenzyl (1R,3R)-3- 
[(Z)-2-chloro-3,3,3-tri­
fluoropropenyl]-2,2-di­
methylcyclopropanecar­
boxylate or of (R)-α-cy­
ano-3-phenoxybenzyl 
(1S)-cis-3-[(Z)-2-chloro- 
3,3,3-trifluoroprope­
nyl]-2,2-dimethylcyclo­
propanecarboxylate and 
(S)-α-cyano-3-phenoxy­
benzyl (1R)-cis-3-[(Z)-2- 
chloro-3,3,3-trifluoro­
propenyl]-2,2-dimethyl­
cyclopropanecarboxy­
late 

900 g/kg 1 April 2016 31 March 2023 For the implementation of the uniform principles, as referred to 
in Article 29(6) of Regulation (EC) No 1107/2009, the conclu­
sions of the review report on lambda-cyhalothrin, and in par­
ticular Appendices I and II thereof, shall be taken into account. 

In this overall assessment Member States shall pay particular 
attention to the: 

(a)  protection of operators, workers and bystanders; 

(b)  metabolites potentially formed in processed commodities; 

(c)  risk to aquatic organisms, mammals and non-target 
arthropods. 

Conditions of use shall include risk mitigation measures, where 
appropriate. 

The applicants shall submit confirmatory information as regards: 

1.  a systematic review to assess the evidence available as regards 
potential sperm effects linked to exposure to lambda-cyhalo­
thrin using guidance available (e.g. EFSA GD on Systematic 
Review methodology, 2010); 

2.  toxicological information to assess the toxicological profile of 
the metabolites V (PBA) and XXIII (PBA(OH)). 

The applicants shall submit those information to the Commis­
sion, the Member States and the Authority by 1 April 2018.’ 

(1)  Further details on identity and specification of active substance are provided in the review report.   
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/147 

of 4 February 2016 

renewing the approval of the active substance iprovalicarb in accordance with Regulation (EC) 
No 1107/2009 of the European Parliament and of the Council concerning the placing of plant 
protection products on the market, and amending the Annex to Implementing Regulation (EU) 

No 540/2011 

(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 1107/2009 of the European Parliament and of the Council of 21 October 2009 
concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 
91/414/EEC (1), and in particular Article 20(1) thereof, 

Whereas: 

(1)  The approval of the active substance iprovalicarb, as set out in Part A of the Annex to Commission 
Implementing Regulation (EU) No 540/2011 (2), expires on 30 June 2016. 

(2)  An application for the renewal of the inclusion of iprovalicarb in Annex I to Council Directive 91/414/EEC (3) 
was submitted in accordance with Article 4 of Commission Regulation (EU) No 1141/2010 (4) within the time 
period provided for in that Article. 

(3)  The applicant submitted the supplementary dossiers required in accordance with Article 9 of Regulation (EU) 
No 1141/2010. The application was found to be complete by the rapporteur Member State. 

(4)  The rapporteur Member State prepared a renewal assessment report in consultation with the co-rapporteur 
Member State and submitted it to the European Food Safety Authority (hereinafter ‘the Authority’) and the 
Commission on 2 September 2013. 

(5)  The Authority communicated the renewal assessment report to the applicant and to the Member States for 
comments and forwarded the comments received to the Commission. The Authority also made the supple­
mentary summary dossier available to the public. 

(6)  On 14 April 2015 (5) the Authority communicated to the Commission its conclusion on whether iprovalicarb 
can be expected to meet the approval criteria provided for in Article 4 of Regulation (EC) No 1107/2009. The 
Commission presented the draft review report for iprovalicarb to the Standing Committee on Plants, Animals, 
Food and Feed on 8 October 2015. 

(7)  It has been established with respect to one or more representative uses of at least one plant protection product 
containing the active substance that the approval criteria provided for in Article 4 of Regulation (EC) 
No 1107/2009 are satisfied. Those approval criteria are therefore deemed to be satisfied. 
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(1) OJ L 309, 24.11.2009, p. 1. 
(2) Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the 
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(8)  It is therefore appropriate to renew the approval of iprovalicarb. 

(9)  In accordance with Article 14(1) of Regulation (EC) No 1107/2009 in conjunction with Article 6 thereof and in 
the light of current scientific and technical knowledge, it is, however, necessary to include certain conditions. It is, 
in particular, appropriate to require further confirmatory information. 

(10)  The risk assessment for the renewal of the approval of iprovalicarb is based on a limited number of representative 
uses, which however do not restrict the uses for which plant protection products containing iprovalicarb may be 
authorised. It is therefore appropriate not to maintain the restriction to uses as a fungicide. In accordance with 
Article 20(3) of Regulation (EC) No 1107/2009, in conjunction with Article 13(4) thereof, the Annex to 
Implementing Regulation (EU) No 540/2011 should be amended accordingly. 

(11)  Commission Implementing Regulation (EU) 2015/1885 (1) extended the expiry date of iprovalicarb to allow the 
renewal process to be completed before the expiry of its approval. However, given that a decision on renewal has 
been taken ahead of the extended expiry date, this Regulation should apply from 1 April 2016. 

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

HAS ADOPTED THIS REGULATION: 

Article 1 

Renewal of the approval of the active substance 

The approval of the active substance iprovalicarb, as specified in Annex I, is renewed subject to the conditions laid down 
in that Annex. 

Article 2 

Amendments to Implementing Regulation (EU) No 540/2011 

The Annex to Implementing Regulation (EU) No 540/2011 is amended in accordance with Annex II to this Regulation. 

Article 3 

Entry into force and date of application 

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

It shall apply from 1 April 2016. 
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(1) Commission Implementing Regulation (EU) 2015/1885 of 20 October 2015 amending Implementing Regulation (EU) No 540/2011 as 
regards the extension of the approval periods of the active substances 2,4-D, acibenzolar-s-methyl, amitrole, bentazone, cyhalofop butyl, 
diquat, esfenvalerate, famoxadone, flumioxazine, DPX KE 459 (flupyrsulfuron-methyl), glyphosate, iprovalicarb, isoproturon, lambda- 
cyhalothrin, metalaxyl-M, metsulfuron methyl, picolinafen, prosulfuron, pymetrozine, pyraflufen-ethyl, thiabendazole, thifensulfuron- 
methyl and triasulfuron (OJ L 276, 21.10.2015, p. 48). 



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

Done at Brussels, 4 February 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX I 

Common Name, Identifica­
tion Numbers IUPAC Name Purity (1) Date of approval Expiration of 

approval Specific provisions 

Iprovalicarb 

CAS No 140923-17-7 

CIPAC No 620 

isopropyl [(1S)-2- 
methyl-1-{[(1RS)-1- 
p-tolylethyl]carba­
moyl}propyl]carba­
mate 

≥ 950 g/kg 

Impurities: 

Toluene: not more 
than 3 g/kg 

1 April 2016 31 March 2031 For the implementation of the uniform principles, as referred to in 
Article 29(6) of Regulation (EC) No 1107/2009, the conclusions of the 
review report on iprovalicarb, and in particular Appendices I and II 
thereto, shall be taken into account. 

In this overall assessment Member States shall pay particular attention to: 

—  the protection of groundwater from the relevant soil metabolite 
PMPA (*) when the active substance is applied in regions with low 
clay containing soil types, 

—  the safety of operators and workers, 

—  the protection of aquatic organisms in the case of formulated products 
containing other active substances. 

Conditions of use shall include risk mitigation measures, where appropri­
ate. 

The applicant shall submit to the Commission, the Member States and 
the Authority, confirmatory information as regards the genotoxic poten­
tial of soil metabolite PMPA. This information shall be submitted by 
30 September 2016. 

(*)  p-methyl-phenethylamine 
(1)  Further details on identity and specification of active substance are provided in the review report.   
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ANNEX II 

The Annex to Implementing Regulation (EU) No 540/2011 is amended as follows  

(1) in Part A, entry 30 on iprovalicarb is deleted;  

(2) in Part B, the following entry is added: 

Number Common Name, Identifica­
tion Numbers IUPAC Name Purity (1) Date of approval Expiration of 

approval Specific provisions 

‘96 Iprovalicarb 

CAS No 140923-17-7 

CIPAC No 620 

isopropyl [(1S)-2- 
methyl-1-{[(1RS)-1-p- 
tolylethyl]carbamoyl} 
propyl]carbamate 

≥ 950 g/kg 

Impurities: 

Toluene: not 
more than  
3 g/kg 

1 April 2016 31 March 2031 For the implementation of the uniform principles, as referred 
to in Article 29(6) of Regulation (EC) No 1107/2009, the 
conclusions of the review report on iprovalicarb, and in par­
ticular Appendices I and II thereto, shall be taken into ac­
count. 

In this overall assessment Member States shall pay particular 
attention to: 

— the protection of groundwater from the relevant soil me­
tabolite PMPA (*) when the active substance is applied in 
regions with low clay containing soil types, 

—  the safety of operators and workers, 

— the protection of aquatic organisms in the case of formu­
lated products containing other active substances. 

Conditions of use shall include risk mitigation measures, 
where appropriate. 

The applicant shall submit to the Commission, the Member 
States and the Authority, confirmatory information as regards 
the genotoxic potential of soil metabolite PMPA. This infor­
mation shall be submitted by 30 September 2016. 

(*)  p-methyl-phenethylamine’ 
(1)  Further details on identity and specification of active substance are provided in the review report.   
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/148 

of 4 February 2016 

amending Annex I to Regulation (EC) No 798/2008 as regards the entry for the United States in 
the list of third countries, territories, zones or compartments from which certain poultry 
commodities may be imported into or transit through the Union in relation to highly pathogenic 

avian influenza of the subtype H7N8 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

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

Having regard to Council Directive 2002/99/EC (1) of 16 December 2002 laying down the animal health rules 
governing the production, processing, distribution and introduction of products of animal origin for human 
consumption and in particular the introductory phrase of Article 8, the first subparagraph of point 1 of Article 8 and 
point 4 of Article 8 thereof, 

Having regard to Council Directive 2009/158/EC of 30 November 2009 on animal health conditions governing intra- 
Community trade in, and imports from third countries of, poultry and hatching eggs (2), and in particular Articles 23(1), 
24(2) and 25(2) thereof, 

Whereas: 

(1)  Commission Regulation (EC) No 798/2008 (3) lays down veterinary certification requirements for imports into 
and transit, including storage during transit, through the Union of poultry and poultry products (‘the 
commodities’). It provides that the commodities may only be imported into and transit through the Union from 
the third countries, territories, zones or compartments listed in columns 1 and 3 of the table in Part 1 of 
Annex I thereto. 

(2)  Regulation (EC) No 798/2008 also lays down the conditions for a third country, territory, zone or compartment 
to be considered as free from highly pathogenic avian influenza (HPAI). 

(3)  The United States is listed in Part 1 of Annex I to Regulation (EC) No 798/2008 as a third country from which 
imports into and transit through the Union of the commodities is authorised from the whole of its territory. 

(4) An Agreement between the Union and the United States (4) provides for a swift mutual recognition of regionali­
sation measures in the event of outbreaks of a disease in the Union or in the United States (‘the Agreement’). 

(5)  On 15 January 2016, the United States confirmed the presence of HPAI of subtype H7N8 in one holding in the 
State of Indiana and it may therefore no longer be considered as free from that disease. The veterinary authorities 
of the United States immediately suspended issuing veterinary certificates for consignments of commodities 
intended for export to the Union from the State of Indiana. They have also implemented a stamping-out policy in 
order to control HPAI and limit its spread. 

(6)  The United States has submitted information on the epidemiological situation on its territory and the measures it 
has taken to prevent the further spread of HPAI which has now been evaluated by the Commission. On the basis 
of that evaluation, as well as the commitments laid down in the Agreement and the guarantees provided by the 
United States, it is appropriate to conclude that limiting the restrictions on the introduction into the Union of 
commodities from the area affected by HPAI, which the veterinary authorities of the United States have placed 
under restrictions due to the current outbreaks, should be sufficient to cover the risks associated with the 
introduction into the Union of the commodities. 
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(1) OJ L 18, 23.1.2003, p. 11. 
(2) OJ L 343, 22.12.2009, p. 74. 
(3) Commission Regulation (EC) No 798/2008 of 8 August 2008 laying down a list of third countries, territories, zones or compartments 

from which poultry and poultry products may be imported into and transit through the Community and the veterinary certification 
requirements (OJ L 226, 23.8.2008, p. 1). 

(4) Agreement between the European Community and the Government of the United States of America on sanitary measures to protect 
public and animal health in trade in live animals and animal products, as approved on behalf of the European Community by Council 
Decision 98/258/EC (OJ L 118, 21.4.1998, p. 1). 



(7)  Annex I to Regulation (EC) No 798/2008 should therefore be amended accordingly. 

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

HAS ADOPTED THIS REGULATION: 

Article 1 

Part 1 of Annex I to Regulation (EC) No 798/2008 is amended in accordance with 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. 

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

Done at Brussels, 4 February 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  

5.2.2016 L 30/18 Official Journal of the European Union EN     



ANNEX 

In Part 1 of Annex I to Regulation (EC) No 798/2008 after the entry for the United States concerning the State of Indiana the following is added: 

ISO code and name of third 
country or territory 

Code of third 
country, terri­
tory, zone or 
compartment 

Description of third 
country, territory, zone 

or compartment 

Veterinary certificate 
Specific 

conditions 

Specific conditions Avian influ­
enza surveil­
lance status 

Avian influ­
enza vacci­

nation status 

Salmonella 
control 
status Model(s) Additional 

guarantees Closing date (1) Opening 
date (2) 

1 2 3 4 5 6 6A 6B 7 8 9 

‘US — United States US-2.21.1 State of Indiana 

WGM VIII P2 

15.1.2016     
POU, RAT  N 

P2 

P2     

BPR, BPP, DOC, 
DOR, HEP, HER, 
SRP, SRA, LT20   

A  S3, ST1’ 

(1)  Commodities, including those transported on the high seas, produced before this date may be imported into the Union during a period of 90 days from this date. 
(2)  Only commodities produced after this date may be imported into the Union.   
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/149 

of 4 February 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, 4 February 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 EG  162,9 

IL  236,2 

MA  87,0 

TN  85,0 

TR  102,6 

ZZ  134,7 

0707 00 05 MA  85,6 

TR  170,9 

ZZ  128,3 

0709 93 10 MA  42,1 

TR  157,3 

ZZ  99,7 

0805 10 20 EG  46,3 

MA  59,5 

TN  45,8 

TR  51,3 

ZZ  50,7 

0805 20 10 IL  131,8 

MA  79,3 

TR  102,3 

ZZ  104,5 

0805 20 30, 0805 20 50, 
0805 20 70, 0805 20 90 

EG  72,6 

IL  136,7 

MA  127,1 

TR  56,3 

ZZ  98,2 

0805 50 10 TR  73,8 

ZZ  73,8 

0808 10 80 CL  88,0 

US  161,8 

ZZ  124,9 

0808 30 90 CL  224,0 

CN  69,1 

TR  145,6 

ZA  116,6 

ZZ  138,8 

(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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CORRIGENDA 

Corrigendum to Commission Implementing Regulation (EU) 2015/2179 of 25 November 2015 
initiating a review of Council Implementing Regulation (EU) No 102/2012 imposing a definitive 
anti-dumping duty on imports of steel ropes and cables originating, inter alia, in the People's 
Republic of China, as extended to imports of steel ropes and cables consigned from the Republic 
of Korea, whether declared as originating in the Republic of Korea or not, for the purposes of 
determining the possibility of granting an exemption from those measures to one Korean 
exporter, repealing the anti-dumping duty with regard to imports from that exporter and making 

imports from that exporter subject to registration 

(Official Journal of the European Union L 309 of 26 November 2015) 

On page 7, in Article 1: 

for:  ‘… consigned from the Republic of Korea and produced and sold for export to the Union by Daechang Steel Co. 
Ltd …’, 

read:  ‘… consigned from the Republic of Korea and produced and sold for export to the Union by Daechang Steel Co. 
Ltd (TARIC additional code C057) …’.  
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