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COMMISSION IMPLEMENTING REGULATION (EU) .../..

of XXX

amending and correcting Implementing Regulation (EU) 2019/913 and correcting

Implementing Regulation (EU) 2022/1471 concerning the authorisation of lanthanum
carbonate octahydrate, respectively with identification numbers 4d1 and 4d23, as feed

additives for cats

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

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

Having regard to Regulation (EC) No 1831/2003 of the European Parliament and of the Council
of 22 September 2003 on additives for use in animal nutrition!, and in particular Articles 9(2)
and 13(3) thereof,

Whereas:

(D)

2)

€)

(4)

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 an authorisation.

The authorisation of lanthanum carbonate octahydrate was renewed for 10 years as a
feed additive for cats, with identification number 4d1, by Commission Implementing
Regulation (EU) 2019/913%2 (holder of authorisation: Bayer HealthCare AG).
Lanthanum carbonate octahydrate was also authorised for 10 years as a feed additive for
cats, with identification number 4d23, by Commission Implementing Regulation (EU)
2022/14713 (holder of authorisation: Porus GmbH). Both additives were erroneously
referred to as a preparation in the Annexes to those Implementing Regulations. In
addition, the conditions of use in the Annexes to those Implementing Regulations do not
properly reflect the conclusion of the European Food Safety Authority (‘the Authority”)
in its opinions of 27 September 20074 and 27 January 202253 that lanthanum carbonate
octahydrate is safe and efficacious for adult cats.

Implementing Regulations (EU) 2019/913 and (EU) 2022/1471 should therefore be
corrected accordingly.

In addition, Bayer HealthCare AG, the holder of the authorisation of lanthanum
carbonate octahydrate as a feed additive for cats, with identification number 4d1, has
submitted an application to the Commission in accordance with Article 13(3) of

OJ L 268, 18.10.2003, p. 29, ELLI: http://data.curopa.eu/eli/reg/2003/1831/0j.

Commission Implementing Regulation (EU) 2019/913 of 29 May 2019 concerning the renewal of the
authorisation of lanthanum carbonate octahydrate as a feed additive for cats and repealing Regulation
(EC) No 163/2008 (holder of authorisation Bayer HealthCare AG) (OJ L 146, 5.6.2019, p. 57, ELIL:
http://data.europa.eu/eli/reg_impl/2019/913/0j).

Commission Implementing Regulation (EU) 2022/1471 of 5 September 2022 concerning the
authorisation of lanthanum carbonate octahydrate as a feed additive for cats (holder of authorisation Porus
GmbH) (OJ L 231, 6.9.2022, p. 113, ELI: http://data.europa.eu/eli/reg_impl/2022/1471/0j).

EFSA Journal (2007) 542

EFSA Journal 2022;20(2):7168.
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Regulation (EC) No 1831/2003, proposing to change the name of the holder of the
authorisation for that feed additive to Elanco GmbH.

The proposed change of the terms of the authorisation concerning the name of the holder
of the authorisation of lanthanum carbonate octahydrate as a feed additive for cats, with
identification number 4d1, is purely administrative in nature and does not entail a new
assessment. The Authority was informed of the application.

To allow Elanco GmbH to exploit its marketing rights in accordance with Article 9(6)
of Regulation (EC) No 1831/2003, it is necessary to change the terms of the
authorisation concerned by indicating its name as the holder of the authorisation for
lanthanum carbonate octahydrate as a feed additive for cats, with identification number
4dl.

Implementing Regulation (EU) 2019/913 should therefore be amended accordingly.

Since safety reasons do not require the immediate application of the modifications to
the conditions of the authorisations of lanthanum carbonate octahydrate for cats, it is
appropriate to provide for a transitional period for interested parties to prepare
themselves to meet the new requirements resulting from the correction of Implementing
Regulations (EU) 2019/913 and (EU) 2022/1471 and the amendment to Implementing
Regulation (EU) 2019/913.

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
Correction and amendment to Implementing Regulation (EU) 2019/913

The Annex to Implementing Regulation (EU) 2019/913 is replaced by Annex I to this
Regulation.

Article 2
Correction to Implementing Regulation (EU) 2022/1471

The Annex to Implementing Regulation (EU) 2022/1471 1is replaced by Annex II to this

Regulation.
Article 3
Transitional measures
1. The substance specified in Annexes I and II and premixtures containing that substance,

which are intended for cats and which are produced and labelled before [6 months after
the date of entry into force of this Regulation — Date to be inserted by the Service
responsible for the publication] in accordance with the rules applicable before [the
date of entry into force of this Regulation — Date to be inserted by the Service
responsible for the publication] may continue to be placed on the market and used
until the existing stocks are exhausted.

Compound feed and feed materials containing the substance specified in Annexes I
and II, which are intended for cats and which are produced and labelled before [24
months after the date of entry into force of this Regulation — Date to be inserted by the
Service responsible for the publication] in accordance with the rules applicable before
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[the date of entry into force of this Regulation — Date to be inserted by the Service
responsible for the publication] may continue to be placed on the market and used
until the existing stocks are exhausted.

Article 4
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,

For the Commission
The President
Ursula VON DER LEYEN
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