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COMMISSION REGULATION (EU) .../...
of XXX

amending Annexes II and IV to Regulation (EC) No 396/2005 of the European
Parliament and of the Council as regards maximum residue levels for aclonifen,

Beauveria bassiana strain PPRI 5339, Clonostachys rosea strain J1446, fenpyrazamine,

mefentrifluconazole and penconazole in or on certain products

(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 396/2005 of the European Parliament and of the
Council of 23 February 2005 on maximum residue levels of pesticides in or on food and feed
of plant and animal origin and amending Council Directive 91/414/EEC!, and in particular

Article 5(1) and Article 14(1)(a) thereof,
Whereas:

(1

2)

3)

For aclonifen, fenpyrazamine and penconazole, maximum residue levels (MRLs) were
set in Annex II to Regulation (EC) No 396/2005. For Beauveria bassiana
strain PPRI 5339 and mefentrifluconazole, no specific MRLs were set nor were those
substances included in Annex IV to that Regulation, so the default value of 0.01 mg/kg
laid down in Article 18(1)(b) thereof applies. Clonostachys rosea strain J1446 was
included in Annex IV to Regulation (EC) No 396/2005 under the entry

Gliocladium catenulatum strain J1446.

On 22 July 2017, Codex Alimentarius Commission (CAC) adopted Codex maximum
residue limits (CXLs) for penconazole’. On 6 July 2018, CAC adopted CXLs for

fenpyrazamine®.

In accordance with Article 5(3) of Regulation (EC) No 178/2002 of the European
Parliament and of the Council®, where international standards exist or their completion
is imminent, they are to be taken into consideration in the development or adaptation
of food law, except where such standards or relevant parts would be an ineffective or

OJ L 70, 16.3.2005, p. 1.
http://www.fao.org/fao-who-codexalimentarius/sh-
proxy/en/?Ink=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FMe

etings%252FCX-718-49%252FREPORT%252FREP17 PRe.pdf.

Joint FAO/WHO food standards programme Codex Alimentarius Commission. Appendix III. 40th

Session. Geneva, Switzerland, 17 — 22 July 2017.
http://www.fao.org/fao-who-codexalimentarius/sh-
proxy/en/?Ink=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FMe

etings%252FCX-701-41%252FReport%252FFINAL%252FREP18_CACe.pdf.

Joint FAO/WHO food standards programme Codex Alimentarius Commission. Appendix II. Forty-first

Session. Rome, Italy, 2-6 July 2018.

Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying
down the general principles and requirements of food law, establishing the European Food Safety

Authority and laying down procedures in matters of food safety (OJ L 31, 1.2.2002, p. 1).
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(4)

©)

(6)

(7

®)

)

inappropriate means for the fulfilment of the legitimate objectives of food law or
where there is a scientific justification, or where they would result in a different level
of protection from the one determined as appropriate in the Union. Moreover, in
accordance with point (e) of Article 13 of that Regulation, the Union is to promote
consistency between international technical standards and food law while ensuring that
the high level of protection adopted in the Union is not reduced.

The CXLs for penconazole and fenpyrazamine are safe for consumers in the Union’
and should therefore be included in Regulation (EC) No 396/2005 as MRLs.

In the context of a procedure for the authorisation of the use of a plant protection
product containing the active substance aclonifen on “herbs and edible flowers” and
celeriacs, an application was submitted in accordance with Article 6(1) of Regulation
(EC) No 396/2005 for modification of the existing MRLs.

In accordance with Article 8 of Regulation (EC) No 396/2005, that application was
evaluated by the Member State concerned and the evaluation report was forwarded to
the Commission.

The European Food Safety Authority (‘the Authority') assessed the application and the
evaluation report, examining in particular the risks to the consumer and, where
relevant, to animals and gave a reasoned opinion on the proposed MRLs®. It forwarded
that opinion to the applicant, the Commission and the Member State concerned and
made it available to the public.

The Authority concluded that all requirements with respect to data were met and that
the modifications to the MRLs requested by the applicant were acceptable with regard
to consumer safety on the basis of a consumer exposure assessment for 27 specific
European consumer groups. It took into account the most recent information on the
toxicological properties of the substance. Neither the lifetime exposure to this
substance via consumption of all food products that may contain it, nor the short-term
exposure due to high consumption of the relevant products showed that there is a risk
that the acceptable daily intake or the acute reference dose is exceeded.

In the context of the approval of the active substance mefentrifluconazole, an MRL
application was included in the summary dossier in accordance with Article 8(1)(g) of
Regulation (EC) No 1107/2009 of the European Parliament and of the Council’. The
application was evaluated by the Member State concerned in accordance with
Article 11(2) of that Regulation. The Authority assessed the application and delivered
a conclusion on the peer review of the pesticide risk assessment of the active
substance, where it recommended setting MRLs covering the representative uses on

Scientific support for preparing an EU position in the 49th Session of the Codex Committee on
Pesticide Residues (CCPR). EFSA Journal 2017;15(7):4929.

Scientific support for preparing an EU position in the 50th Session of the Codex Committee on
Pesticide Residues (CCPR). EFSA Journal 2018;16(7):5306.

EFSA scientific reports available online: http://www.efsa.europa.eu:

Reasoned opinion on the modification of the existing maximum residue levels for aclonifen in celeriacs
and certain fresh herbs. EFSA Journal 2019;17(1):5545.

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 (OJ L 309, 24.11.2009, p. 1).
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(10)

(11)

(12)

(13)

(14)
(15)

barley, oat, rye and wheat according to Good Agricultural Practices (GAPs) in the

Union®.

In the context of the renewal of the approval of the active substance
Gliocladium catenulatum strain J1446, the Authority recommended its inclusion in
Annex IV to Regulation (EC) No 396/2005°. Due to recent changes in taxonomic
rules, the strain J1446 was transferred to the species Clonostachys rosea.

In the context of the approval of the active substance Beauveria bassiana
strain PPRI 5339, the Authority submitted a conclusion on the peer review of the
pesticide risk assessment!’. In that framework, the Authority could not conclude on the
dietary risk assessment for consumers as some information was not available and
further consideration by risk managers was required. Such further consideration was
reflected in the review report!! which concluded that the organism is not pathogenic to
humans and no toxins or toxic metabolites are expected to occur in food following the
use of the active substance. In view of those conclusions, the Commission considers
that Beauveria bassiana strain PPRI 5339 should be included in Annex IV to
Regulation (EC) No 396/2005.

As regards penconazole, several MRLs were modified by Commission Regulation
(EU) 2019/89'2. That Regulation lowers the MRLs for several products to the limit of
determination as of 13 August 2019. In the interest of legal certainty, it is appropriate
for the MRLs for penconazole, provided for by this Regulation, to apply from the
same date.

Based on the reasoned opinions and the conclusions of the Authority and taking into
account the factors relevant to the matter under consideration, the appropriate
modifications to the MRLs fulfil the requirements of Article 14(2) of Regulation (EC)
No 396/2005.

Regulation (EC) No 396/2005 should therefore be amended accordingly.

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

Annexes II and IV to Regulation (EC) No 396/2005 are amended in accordance with the
Annex to this Regulation.

Conclusion on the peer review of the pesticide risk assessment of the active substance BAS 750 F
(mefentrifluconazole). EFSA Journal 2018;16(7):5379.

Conclusion on the Peer review of the pesticide risk assessment of the active substance Clonostachys
rosea strain J1446 (approved in Regulation (EU) No 540/2011 as Gliocladium catenulatum
strain J1446). EFSA Journal 2017;15(7):4905.

Conclusion on the peer review of the pesticide risk assessment of the active substance Beauveria
bassiana strain PPRI 5339. EFSA Journal 2018;16(4):5230.

Review report for the active substance Beauveria bassiana strain PPRI 5339 (SANTE/11265/2018).
Commission Regulation (EU) 2019/89 of 18 January 2019 amending Annexes II, III and V to
Regulation (EC) No 396/2005 of the European Parliament and of the Council as regards maximum
residue levels for bromadiolone, etofenprox, paclobutrazol and penconazole in or on certain products
(OJ L 22,24.1.2019, p. 13).

www.parlament.gv.at

EN


https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:396/2005;Nr:396;Year:2005&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:396/2005;Nr:396;Year:2005&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:2019/89;Nr:2019;Year:89&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:396/2005;Nr:396;Year:2005&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:396/2005;Nr:396;Year:2005&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:396/2005;Nr:396;Year:2005&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:540/2011;Nr:540;Year:2011&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:11265/2018;Nr:11265;Year:2018&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:2019/89;Nr:2019;Year:89&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=VER&code2=&gruppen=Link:396/2005;Nr:396;Year:2005&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVI&ityp=EU&inr=60224&code1=ABL&code2=&gruppen=Code:L;Nr:22;Day:24;Month:1;Year:2019;Page:13&comp=

EN

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.

It shall however apply from 13 August 2019 for the MRLs for penconazole.

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

Done at Brussels,

For the Commission
The President
Jean-Claude JUNCKER
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