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2L Annex V 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, consolidated version current to April 151 2022,

MIYNIN NNNMPYT NI ,N7WN0NN 7w ,(1649/0) 2023—1"ownn ,(35 'DN) 0'NPZIND ATIPO [IZ'A7 INNYXNT7 DM772 12DNN NAT 22
23 OECD, Towards a sustainable use of biocides, February 24" 2023, p. 9.
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2 ECHA, Introduction to guidance on the Biocidal Products Regulation, Part A: Information requirements: Volumes |-

IV, March 2022, p. 5; European Commission, Report from the Commission to the European Parliament and the
Council on the implementation of Regulation (EU) No 528/2012 of the European Parliament and of the Council

concerning the making available on the market and use of biocidal products, June 7 2021, p. 2; ECHA, Annex |

amendment, accessed: March 4t 2024.

25 ECHA, Information on biocides, Biocidal active substances; Information on biocides, both accessed: February 20t 2024.

% German Federal Institute for Risk Assessment, Legal procedures of biocidal products, accessed: March 4" 2024;
ECHA, Evaluation process for active substances, accessed: March 10 2024; Matgorzata Szklarek, Regulatory Support

Team, Support and Enforcement Unit, ECHA, email, March 8" 2024.
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2T ECHA, Information on biocides, Biocidal active substances, accessed: February 12t 2024; Matgorzata Szklarek,
Regulatory Support Team, Support and Enforcement Unit, ECHA, email, March 8" 2024,
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3 Matgorzata Szklarek, Regulatory Support Team, Support and Enforcement Unit, ECHA, email, March 8t 2024,
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31 ECHA, National authorisation evaluation process; Evaluation process for union authorisation, both accessed:
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32 ECHA, Simplified authorization, accessed: February 20" 2024.

33 ECHA, Information on biocides, Biocidal products, updated: February 29t 2024, accessed: March 4t 2024.
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Article 89(3) of 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, consolidated version current to April 151 2022.

™ECHA, Information on biocides, Biocidal products, accessed: February 12t 2024; European Commission, Report from
the Commission to the European Parliament and the Council on the implementation of Regulation (EU) No 528/2012
of the European Parliament and of the Council concerning the making available on the market and use of biocidal
products, June 7" 2021, pp. 5-6.

> European Commission, Draft delegated regulation amending Regulation (EU) No 528/2012 of the European
Parliament and of the Council as regards a further extension of the duration of the work programme for the
systematic examination of all existing biocidal active substances, November 2023, pp. 1-3; Feedback from VelTox
Strategy Consultancy to the "Existing active substances in biocidal products-extension of review period" initiative,
December 21 2023, accessed: February 26" 2024; Feedback from Thor GmbH to the "Existing active substances in
biocidal products-extension of review period" initiative, December 21*1 2023, accessed: February 26 2024,

® European Commission, Existing active substances in biocidal products-extension of review period, accessed
February 26 2024.
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" Articles 2(8) and 55.1 of 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, consolidated version current to April
15 2022.

ECHA, Information on biocides, Biocidal products, accessed: February 12t 2024; European Commission, Report from
the Commission to the European Parliament and the Council on the implementation of Regulation (EU) No 528/2012
of the European Parliament and of the Council concerning the making available on the market and use of biocidal
products, June 7" 2021, p. 7.

™ Article 55(1) of 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, consolidated version current to April 15t 2022.

8 Article 55(3) of 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, consolidated version current to April 15 2022.

& Republic of Austria, Ministry of Sustainability and Tourism, Application according to Art. 55(3) BPR for an allowance
to authorise biocidal products containing the active substance nitrogen generated in situ for the protection of
cultural heritage in Austria, letter to the European Commission (DG Sante), June 26 2019.

82 Article 55(2) of 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, consolidated version current to April 15t 2022.
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8 Annexes II-IV of 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, consolidated version current to April
151 2022.

8 ECHA, Guidance on biocides legislation, accessed: March 4" 2024.

87 Analysis of the Biocidal Products Regulation and its implementation, Report commissioned by A.L.S.E. and Biocides
for Europe, March 2022, p. 14; Analysis of the Biocidal Products Regulation and its implementation, Annex Il, Legal
Assessment, Report commissioned by A.l.S.E. and Biocides for Europe, March 2022, p. 7.
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8 Article 19(1)(b)(iv) of 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, consolidated version current to April

152022,
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Article 19(1)(b)(iv) of 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, consolidated version current to April

15 2022; European Institute for Gender Equality, Thesaurus, Vulnerable groups, accessed: March 5 2024,
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% Article 95 of 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, consolidated version current to April 15t 2022.
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Articles 7-16 and 29-31 of 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, consolidated version current to April
15 2022.

" European Commission, Report from the Commission to the European Parliament and the Council on the
implementation of Regulation (EU) No 528/2012 of the European Parliament and of the Council concerning the
making available on the market and use of biocidal products, June 7" 2021, pp. 4, 6.

% Analysis of the Biocidal Products Regulation and its implementation, Report commissioned by A.I.S.E. and Biocides
for Europe, March 2022, pp. 15, 17.
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101 Article 77 of 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, consolidated version current to April 15 2022.

102 ECHA, National authorisation and mutual recognition renewal, accessed: March 10™ 2024; Articles 4(1), 12(3) and
17(4) of 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, consolidated version current to April 15" 2022.
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Articles 10(4), 23(4) and 23(6) of 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, consolidated version current
to April 151 2022.
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ECHA, List of approved active substances, accessed: February 26™ 2024.
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112 Ruben Gonzalez Vida, Authority service, ECHA, email, February 7" 2024,
,DVJ 113
Article 67 of 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, consolidated version current to April 15 2022.
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16 ECHA, Enforcement forum, Training for enforcement trainers, both accessed February 19t 2024,
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W7 ECHA, Enforcement forum, Training for enforcement trainers, both accessed February 19t 2024,

118 ECHA, BPRS BEF-2 Project report on enforcement of biocidal products with approved/non-approved active

substances, November 2023, pp. 6, 40-42; idem, One in three checked biocidal products found to be non-compliant,
November 21t 2023.

19 "The purpose of this Regulation is to improve the free movement of biocidal products within the Union while
ensuring a high level of protection of both human and animal health and the environment." Recital 3 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, consolidated version current to April 15th 2022.

120 Recital 3 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, consolidated version current to April 15" 2022;
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