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On authorisation of the biocidal product PROCULAC under the simplified authorisation
procedure

Latvian Environment, Geology and Meteorology Centre (LEGMC) on 21% September 2023
received application for a simplified authorisation of PROCULAC in accordance with Chapter
V of the 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
(Regulation (EU) 528/2012) submitted by GLOBUZ through Register for Biocidal Products
(Case No. BC-BX088824-03).

LEGMC as Latvian competent authority has evaluated the above mentioned application and
considers that biocidal product meets the conditions of the Article 25 of the Regulation (EU)
No 528/2012:

e the active substance Lactic acid (CAS No. 50-21-5, EC No. 200-018-0) in the biocidal
product appears in Annex | of the Regulation (EU) No 528/2012 and satisfy the restriction
specified in that Annex;

e the biocidal product does not contain any substances of concern;

e the biocidal product does not contain nanomaterials;

e the biocidal product is effective;

¢ the handling of the biocidal product does not require personal protective equipment.

Therefore, LEGMC grants authorisation for PROCULAC with Lactic acid (CAS No. 50-21-5,
EC No. 200-018-0) as active substance at the concentration 0.9% wi/w for product type 2 and
4 as ready-to-use disinfectant for hard clean non-porous surfaces with bactericidal and
yeasticidal efficacy in domestic, institutional and industrial area.

LEGMC assigns an authorisation number EU-0031834-0000. The authorisation number is
valid until 15t January 2034.
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The authorisation number shall be indicated on the label of the biocidal product.

The authorisation applies only to the biocidal product PROCULAC in the composition claimed
by the authorisation holder.

The information on the label (and if applicable an enclosed instruction of use) of the biocidal
product PROCULAC should be in line with Summary of Product Characteristics.

Notwithstanding content of the label specified above, requirements stated in Article 69 of
regulation 528/2012 and all other relevant legislation shall be applied.

GLOBUZ is fully responsible of the composition of the biocidal product, label, instruction of
use and safety data sheet.

GLOBUZ shall inform LEGMC about any changes in accordance with Commission
Implementing Regulation (EU) No 354/2013 of 18th April 2013 on changes of biocidal products
authorised in accordance with Regulation (EU) No 528/2012 of the European Parliament and
of the Council.

If GLOBUZ wants to continue to make available on the market the biocidal product beyond the
15" January 2034, a new application for authorisation under the simplified authorisation
procedure must be submitted.

The biocidal product authorised in accordance with Article 26 of the Regulation (EU) 528/2012
may be made available on the market in all Member States according to conditions laid down
in Article 27 of the Regulation (EU) 528/2012.
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