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STATUTORY INSTRUMENTS

2022 No. 1291

The Biocidal Products (Health and
Safety) (Amendment) Regulations 2022

Amendment of Regulation (EU) No 528/2012

2.—(1)  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 is amended as follows(1).

(2)  In Article 26—
(a) after paragraph 2, insert—

“2A. Where the application is one to which paragraph 2B applies, paragraph 2 applies
as if for “shall inform the applicant of the appropriate fees” there were substituted “shall
inform the applicant before 31st December 2027 of the appropriate fees”.

2B. This paragraph applies to—
(a) an application in respect of a relevant category B product that is resubmitted by

virtue of Article 95E; or
(b) an application that is resubmitted under Article 95FA.

2C. A “relevant category B product” is a product containing an active substance falling
within category B of the Simplified Active Substance List that before IP completion day
was—

(a) approved; or
(b) included in Annex 1 to 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(2).”;

(b) at the beginning of paragraph 3, insert “Subject to paragraph 3A,”;
(c) after paragraph 3, insert—

“3A. Where a relevant application is accepted before 2nd October 2027, the competent
authority must authorise the application before 31st December 2027 if it is satisfied that
the product meets the conditions laid down in Article 25.

3B. In paragraph 3A, “relevant application” is one that is submitted in respect of a
product containing an active substance that before IP completion day was—

(a) approved; or
(b) included in Annex 1 to 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(3).”;

(d) in paragraph 4, after the second subparagraph, insert—

(1) EUR 2012/528; amended by S.I. 2019/720.
(2) O.J. L. 167, 27.6.2012, p.1 - 123.
(3) O.J. L. 167, 27.6.2012, p.1 - 123.

http://www.legislation.gov.uk/id/uksi/2019/720


Document Generated: 2023-03-31
Status:  This is the original version (as it was originally made). This
item of legislation is currently only available in its original format.

“Where paragraph 3A applies, the deadline of 31st December 2027 referred to in that
paragraph is to be extended by a number of days equal to the number of days beginning
with the date on which the competent authority requested additional information and
ending with the date on which the information was received by the competent authority
plus 90 days.”.

(3)  In Article 29, after paragraph 1, insert—

“1A. Where the application is one that has been resubmitted by virtue of any of the
Articles listed in paragraph 1B, paragraph 1 applies as if for “shall inform the applicant of the
appropriate fees” there were substituted “shall inform the applicant before 31st December
2027 of the appropriate fees”.

1B. The Articles are—
(a) Article 95B;
(b) Article 95D;
(c) Article 95F;
(d) Article 95H.”.

(4)  In Article 30—
(a) in paragraph 1, at the beginning, insert “Subject to paragraph 1A,”;
(b) after paragraph 1, insert—

“1A. Where an application for a relevant product is validated in accordance with
Article 29 before 31st December 2026, the competent authority must decide before 31st
December 2027 whether to grant an authorisation in accordance with Article 19. It must
take into account the results of the comparative assessment carried out in accordance with
Article 23, if applicable.

1B. In paragraph 1A a “relevant product” is a product containing an active substance
in respect of which the implementing regulation providing that the substance is approved
entered into force before IP completion day.

1C. In paragraph 1B “implementing regulation” has the same meaning as in 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(4) as it had effect immediately before
IP completion day.”;

(c) in paragraph 2, at the beginning, insert “Subject to paragraph 2A,”;
(d) after paragraph 2, insert—

“2A. Where paragraph 1A applies and it appears that additional information is
necessary to carry out the evaluation, the competent authority must ask the applicant to
submit such information within a specified time limit. The deadline of 31st December
2027 referred to in paragraph 1A is to be extended by a period equal to the number of
days beginning with the date on which the applicant is asked for additional information
and ending with the date on which that information is received by the competent authority.
But the deadline may not be extended by more than 180 days in total, unless it is justified
by the nature of the data requested or by exceptional circumstances.

The competent authority must reject the application if the applicant fails to submit the
requested information within the specified time limit and must inform the applicant
accordingly.”;

(4) O.J. L. 167, 27.6.2012, p.1 - 123.
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(e) in paragraph 3, at the beginning, insert “Subject to paragraph 4,”;
(f) after paragraph 3 insert—

“4. Where paragraph 1A applies, the competent authority must comply with the
requirements in paragraph 3(a), (b) and (c)—

(a) before 31st December 2027; or
(b) where the applicant has been asked to submit additional information under

paragraph 2A, before the date to which the deadline of 31st December 2027 has
been extended under that paragraph.”.

(5)  In Article 89—
(a) in paragraph 7, at the beginning, insert “Subject to paragraph 7A,”;
(b) after paragraph 7 insert—

“7A. By way of derogation from Articles 17(1), 19(1) and 20(1) of this Regulation,
and without prejudice to paragraphs 1, 2 and 9 of this Article, where paragraph 7B or
7C applies the current system or practice of making available on the market or using a
biocidal product is to apply until the relevant date or, if earlier, the date on which the
product is authorised under this Regulation. The competent authority may, in accordance
with the current system or practice, authorise the making available on the market or use
of the biocidal product.

7B. This paragraph applies to a biocidal product—
(a) that contains at least one existing active substance that was approved before IP

completion day; and
(b) the application in respect of which—

(i) is one to which a relevant provision applies;
(ii) was received no later than the date of approval of the last of the active

substances to be approved for that product-type; and
(iii) was resubmitted by virtue of Article 95B, 95D, 95E, 95F, 95FA or 95H.

7C. This paragraph applies to a biocidal product—
(a) that contains at least one active substance in respect of which the implementing

regulation providing that the substance is approved entered into force before IP
completion day;

(b) to which paragraph 7B does not apply; and
(c) the application in respect of which—

(i) is one to which a relevant provision applies;
(ii) was received no later than the date of approval of the last of the active

substances to be approved for that product-type; and
(iii) was received after IP completion day.”;

(c) in paragraph 8, for “paragraph 7” substitute “paragraphs 7 and 7A”;
(d) in paragraph 9, after “of approval” insert “or, where paragraph 7A applies, before the

relevant date”;
(e) after paragraph 9, insert—

“9A. Where, in relation to a particular case the application in respect of which is
one to which a relevant provision applies, the deadline by which a competent authority
must authorise a biocidal product is extended under Article 26(4), Article 29(3) or Article
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30(2A), the relevant date for the purposes of paragraphs 7A and 9 is to be extended by the
same number of days in relation to that particular case.”;

(f) after paragraph 11 insert—

“12. In this Article—
“implementing regulation” has the same meaning as in 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(5) as it had effect immediately
before IP completion day;
“relevant date” means—
(a) where Article 26(2A) applies, 29th April 2028;
(b) where Article 26(3A) or 30(1A) applies, 31st December 2027;
(c) where Article 29(1A) applies, 1st March 2029; or
(d) where Article 5(2) or 6A(1A) of Commission Implementing Regulation (EU)

No 414/2013 specifying a procedure for the authorisation of same biocidal
products in accordance with Regulation (EU) No 528/2012 of the European
Parliament and of the Council(6) applies, 31st December 2027;

“relevant provision” means—
(a) Article 26(2A);
(b) Article 26(3A);
(c) Article 29(1A);
(d) Article 30(1A);
(e) Article 5(2) of Commission Implementing Regulation (EU) No 414/2013

specifying a procedure for the authorisation of same biocidal products in
accordance with Regulation (EU) No 528/2012 of the European Parliament
and of the Council; or

(f) Article 6A(1A) of that Regulation.”.
(6)  In Article 95B, after paragraph 4, insert—

“4A. But paragraph 4 does not apply so as to shorten—
(a) the deadline in paragraph 1 of Article 29, as it is modified by paragraph 1A of

that Article; or
(b) the deadlines in paragraphs 1A, 2A and 4 of Article 30.”.

(7)  In Article 95C, after paragraph 4, insert—

“4A. But paragraph 4 does not apply so as to shorten the deadlines in paragraphs 1A,
2A and 4 of Article 30.”.

(8)  After Article 95F, insert—

“Article 95FA

Transitional measures for applications for same biocidal
product authorisations under the simplified procedure

1. This Article applies where—

(5) O.J. L. 167, 27.6.2012, p.1 - 123.
(6) EUR 2013/414; amended by S.I. 2019/720.
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(a) an application was made to the United Kingdom competent authority before IP
completion day under Article 4a of Commission Implementing Regulation (EU) No
414/2013 specifying a procedure for the authorisation of same biocidal products in
accordance with Regulation (EU) No 528/2012 of the European Parliament and of
the Council; and

(b) a decision was not made before IP completion day.

2. The application is to be treated as having been made under Article 4a of Regulation (EU)
414/2013.

3. The applicant must—
(a) resubmit the application and any supporting data to the competent authority; or
(b) where the applicant relies on a letter of access—

(i) resubmit the application; and
(ii) ensure that the data owner resubmits the data.

4. Where the applicant does not meet the requirements of this Article, the application must
be rejected by the competent authority and Article 89(11) applies as if the application had been
submitted in accordance with Article 89(9).

5. For the purposes of this Article, data resubmitted by the applicant or the data owner must
include relevant data for the reference product.

6. The resubmission of any application and data referred to in paragraph 3 must be
completed in accordance with Article 71 before 31 January 2023.”.

(9)  In Article 95H, after paragraph 4, insert—

“4A. But paragraph 4 does not apply so as to shorten—
(a) the deadline in paragraph 1 of Article 29, as it is modified by paragraph 1A of

that Article; or
(b) the deadlines in paragraphs 1A, 2A and 4 of Article 30.”.
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