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Same Biocidal Products Regulation

COMMISSION IMPLEMENTING REGULATION (EU) 2016/1802

of 11 October 2016

amending 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

(Text with EEA relevance)
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New SBP Regulation 

• From product family to single product

• From Union to national authorisation
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From family to single product

The Same Biocidal Product Regulation (SBP) has 
been amended to clarify beyond doubt that an 
individual product covered under a biocidal 
product family authorisation is also eligible as 
related reference product to obtain single biocidal 
product authorisation

Available for Union, national and simplified
authorisations – not for mutual recognitions
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To respond to the needs of companies, in particular 
SMEs, the new SBP Regulation gives the possibility 
to apply for national authorisations of same 
products 

…where the related reference product has been 
authorised by Union authorisation (authorised)

or

…is the subject of an application for such an 
authorisation (pending)

From Union to national authorisation
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• New business opportunities to go from wider to 
narrower markets:

o From family to reduced family or single product 
(using the new meta-SPC)

o From  Union to national authorisation

In “sequence-authorised”, or in “parallel-pending”

Benefits to small businesses
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New options with the new family structure
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What is required to apply?

• Authorisation number (authorised) or 
application number (pending) in R4BP 3

• Indication of the proposed differences in the 
products (only administrative changes – see Title I 
of the annex to Regulation 354/2013) and 
evidence that the products are identical on all other 
aspects (same authorisation conditions) 

• Where required, letters of access to all the data 
supporting the authorisation of the related 
reference product (e.g. delegated assets)

• Draft summary of product characteristics for 
the ‘same’ product
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How are ‘same’ products linked?

• The ‘same’ product will have a different 
authorisation number than the reference product

• R4BP 3 will show the link between same products and 
related reference products

• Authorisations of the ‘same’ product or the related 
reference product can be changed or cancelled in 
R4BP 3 independently from each other
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How to apply?

• Apply in R4BP 3 (no IUCLID 6 file is required)

• National authorisation: application to the same 
MSCA who authorised the reference product 

• Simplified authorisation: application to the same 
MSCA who authorised the reference product

• Union authorisation: application to ECHA

• National authorisation based on Union 
authorisation: application to the MSCA of the 
chosen market
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ECHA’s role

Opinions

• ECHA prepares and submits an opinion to the 
Commission on the applications for same 
product for Union authorisations

Guidance

• ECHA prepared a new chapter of the practical 
guide on same product authorisations 

• ECHA published a new web page on same 
product authorisations



New features in R4BP 3
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New version of R4BP 3
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Same biocidal product authorisation

• National authorisation based on Union authorisation 
for same product (NA-BBX) 

• Union, national and simplified authorisation for same 
product from family to reduced family or single 
product (case types UA, NA, SA-BBX) 



Modify your Union authorisation

Description Case type Regulation reference

Amendment of Union Authorisation UA-AAT Article 48 BPR

Cancellation of Union Authorisation UA-CCL Article 48 BPR

Union Authorisation administrative change on 

request (except asset transfer)

UA-ADC Article 49, 50 and Article 10, 13 Change 

Regulation

Transfer of an Union Authorisation UA-TRS Annex / Title 1 / Section 1 Change 

Regulation

Union authorisation minor change on request UA-MIC Article 49, 50 and Article 11, 13 Change 

Regulation

Union Authorisation major change on request UA-MAC Article 49, 50 and Article 12, 13 Change 

Regulation

Union Authorisation of the same biocidal product 

(authorised)

UA-BBS Article 17 (7) and Article 2, 4, 6 SBP 

Regulation

Notification of product in product family for Union 

Authorisation

UA-NPF Article 17(6) BPR
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Single product notification
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• Select single national 
authorisation assets that 
relate to the same 
market area

• Select multiple national 
authorisation assets that 
have a mutual 
recognition relation with 
the defined reference 
assets

Upgraded “Merge” case type 



Enhanced family structure views  



Cancelled members



Notification of product family (NPF)
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Supporting material



Thank you

Subscribe to our news at 
echa.europa.eu/subscribe

Follow us on Twitter

@EU_ECHA

Follow us on LinkedIn

LinkedIn/company/european-chemicals-agency

Follow us on Facebook

Facebook.com/EUECHA


