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We refer to your notification for an administrative change for Aqua Primer 2907-02 Family (NO-2014-0072), case no BC-QD021505-53, concerning transformation of a BPD frame formulation to a BPR product family. 

According to Article 50 (2) in Regulation (EU) No 528/2012 concerning the making available on the market and use of biocidal products, changes to the conditions laid down in a biocidal product authorisation shall be accepted/approved by the Competent Authority. Changes to a product authorisation is further described in Regulation (EU) No 354/2013. Regulation (EU) No 528/2012 and Regulation (EU) No 354/2013 are implemented in Norwegian law through the Norwegian Biocide Regulation of 10 April 2014 No. 548.

Aqua Primer 2907-02 is mutual recognised in Norway. The application was submitted under the BPD as a frame formulation, but was authorised under the BPR as a biocidal product family (cf. our decision letter of 8 October 2014).  However, for technical reasons (to get the asset in R4BP 3 transferred from single to family asset) a notification for an administrative change has been submitted. 

As you explain in your cover letter, according to the NA-MRG procedure, it is currently possible to upload one SPC for the product family (spfc) and one SPC for one single product only. In Norway, authorisation of three different products within this family is granted (Aqua Primer 2907-02 Colourless, Aqua Primer 2907-02 Spruce, Aqua Primer 2907-02, Palisander). The products are authorised under the same conditions, and thus the conditions in the SPC for the product family (spfc) and the product specific SPC apply for all the three products. In addition to minor variations in the compositions of the products (specified in “Bilag 2 – Composition of the products authorised within the frame formulation”, uploaded), it is only the product names and the authorisation numbers that differ.

In addition, we also notice changes of the manufactures of IPBC and that the classification and labelling is changed to comply with the CLP regulation (cf. our e-mail correspondence). 


We hereby confirm that we accept the above changes as referred to in Section 1 (6), Section 2(6) and Section 2 (11) of Title 1 to the Annex to Regulation (EU) No 354/2013. No other changes than the above mentioned is accepted with this letter. 

The final SPCs are uploaded in R4BP3. 

Finally, we would like to remind you that according to our decision letters, the final labels for authorised products shall be submitted within three months of the authorisation of the product. However, it seems that the final label for Aqua Primer 2907-02 has not been provided. We kindly ask you to submit a copy of the final label within three weeks at the latest to biocides@miljodir.no (one label for one of the products within the family is sufficient). 
 
[bookmark: Start]Best regards
Norwegian Environment Agency


This document has been signed electronically and contains no handwritten signature

[bookmark: ADMLEDERNAVN][bookmark: SAKSBEHANDLERNAVN2]Eli Vike	Merete Dæhli
Head of Section	Senior Adviser



[bookmark: KopiTilTabell]
[bookmark: Vedlegg]
Postal address : PO Box 5672, Sluppen, N-7485 Trondheim | Tel: +47 73 58 05 00 | Fax: +47 73 58 05 011

E-mail: post@miljodir.no | Internet: www.environmentagency.no | VAT.No.: 999 601 391
Visiting address Oslo: Grensesvingen 7, N-0661 Oslo | Visiting address Trondheim: Brattørkaia 15, N-7010 Trondheim

2

image1.png
NORWEGIAN
ENVIRONMENT
AGENCY





image2.png
NORWEGIAN
ENVIRONMENT
AGENCY





