Regulation (EU) No 528/2012 concerning the making available on the market and use of biocidal products


PRODUCT ASSESSMENT REPORT OF A BIOCIDAL PRODUCT FOR THE ADMINISTRATIVE CHANGE OF NATIONAL AUTHORISATION APPLICATION
(submitted by the evaluating Competent Authority)
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AXIL PAL
KORASIT BSM-P

Product type 8 Wood preservatives

Propiconazole, tebuconazole and IPBC as included in the Union list of approved active substances

Case Number in R4BP: BC-DT060149-23

Evaluating Competent Authority: Poland
 
Date: 21.11.2022
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Amended sections:
Administrative information
Background
AXIL PAL is a fungicidal wood preservative. It is waterbased microemulsion containing the active ingredients tebuconazole, propiconazole and IPBC each at the individual concentration of 0,75%. The product is authorised for industrial use only. 
The biocidal product AXIL PAL is authorised in Poland (case number BC-GA041325-67, authorisation number PL/2018/0340/MR/SBP) is identical to the biocidal product AXIL 2000 (authorisation number PL/2017/0248/MR) that is authorised in Poland by MRS procedure. The reference biocidal product AXIL 2000 was evaluated by the Belgium Competent Authority (BE CA) for the authorization in Belgium (authorisation number: BE2015-0017). 

The Product Assessment Report for the authorisation of AXIL 2000 prepared by the Belgium CA (dated August 2016 (updated 2018)) is considered as applicable for authorisation of the product AXIL PAL.


Conditions for the authorisation of the biocidal product AXIL PAL in Poland:
An application for a administrative change was submitted to CA(PL) as the only concerned MS. 

Detailed description of the conditions for the authorisation of this biocidal product is presented in the summary of product characteristics (SPC).

Description of all the changes to the product (administrative changes highlighted in grey):

· Administrative changes referred to in Section 2 of Title 1 of the Annex Regulation (EU) No 354/2013 – change number: 2 

Change of the name of the manufacturer of the product AXIL PAL. The new name of the product manufacturer is “ADKALIS”. 

· Administrative changes referred to in Section 2 of Title 1 of the Annex Regulation (EU) No 354/2013 – change number: 
11 
Change of the classification and labelling of the product AXIL PAL following the new classification of the active substance Propiconazole (CAS number: 60207-90-1) according to the Regulation (EC) NO 1272/2008.



	
Conclusion: 

As a result of the introduction of the harmonised classification and labelling of propiconazole[footnoteRef:1], the biocidal product should be classified as Repr. 1 B and the product label should include the statement H360D May damage the unborn child. [1:  Rozporządzenie KOMISJI (UE) 2018/1480 z dnia 4 października 2018 r. zmieniające, w celu dostosowania do postępu naukowo-technicznego, rozporządzenie Parlamentu Europejskiego i Rady (WE) nr 1272/2008 w sprawie klasyfikacji, oznakowania i pakowania substancji i mieszanin, 
oraz w sprawie sprostowania rozporządzenia Komisji (UE) 2017/776 (Dz. Urz. UE L251/1 5.10.2018).] 
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