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Why is a regulation required for Biocidal products ?

= Prior to European wide legislation:
= Some Member States(countries) had a fully established biocidal products authorization
process(example — Netherlands).
» Whilst other Member States had a simple notification system (Germany, France)
» Some Member States had no system to control biocidal products on the market( UK).

» Biocidal active substances were not defined and were uncontrolled.

There was no previous harmonized approach in
the EU on how to regulate Biocidal Active
Substances and products.
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Goals of the Biocidal Product Regulation (EU) No 528/2012

The objective of the BPR is to ensure:

4 Harmonization and free movement of biocidal products of biocidal
actives and biocidal products on the European market

4 A high level of protection to human health, animal health and the
environment

4 That biocidal products can only enter the European market if they are
authorized with sufficient efficacy
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What is the geographical scope of the BPR ?

EFTA

* |celand

« |iechtenstein
« Norway

« Switzerland

“
In addition to 4l European Union cnuntrias, there are 4 European Free

Trade Association countries that fall under the remit of the regulation
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BPR and other EU Chemicals Legislation & their interaction

Specific
Vertical
Legislation

Biocidal S Food
products Pesticides Detergents contact

Horizontally
Acting
chemicals
legislation

Classification, Labelling and Packaging (CLP)Regulation

Registration, Evaluation, Authorization & restriction of

Chemicals (REACH) Regulation
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The BFR is an example of vertical legisiation . Biocidal product

manufacturers also need to comply with the labelling requirements of
the CLP regulation, and with the REACH regulation. Biocidal actives are

exempt from the REACH regulation, but other substances used in the
product formulation need to be REACH registered. 6




BPR: Atwo step approval process

- Active substance

1. Step approval
- EU level

2. Step

- Biocidal product
authorisation

Authorised

product

Biocidal products may only be registered under the BFR once the active substance
approval decision has been made each active substance has a different review and
EC@MB decision date, the n'mn_e.l'ines for a .ba'::lsr'dgf pmduc:r authonzation u_nder the BPR is
dependent on the active substance/s within the product formulation. Example IPA based
products were submitted in June 2016 for BPR authornization whereas Ethanol based

products are only due in 2022.



BPR TIMELINES Example Isopropanol

Active Product Dossier Phase Dut of Hon
Substance Submission Supported
Dossier Products IPA
IPA products
| PA- Jl oroducts decision 10 year approval
\ Juns J . \ Y — Jun= ||L
i
' 20{9 |

>

Active Substance Active Product Product Approval Product Launches
Decizion Sub=stance Dossier into EU Markets
| Approval Review |

\ I

Market Freeze

o . No country authorizations
Once a product BPFR
Sales of Biocidal products without a P are possible whilst the BPR

et : application has been
BPR submission will need to be PP product applications are

stopped 6 months after the BPR submitted ,the products - :
. bp.'ﬁfssfun deadiine may remain on the country being reviewed for 3 years.

markefs via authorization

EC@MB renewals .
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BPR TIMELINES

Date for EU BPR Approval date
Disinfectants Active/s product submission (or |(typically 3 years [Status
anticipated date) after submission)
Disinfectants based on expected Q2/Q3
Isopropanol Propan-2-ol June 2016 June 2019 2019
Disinfectants based on Hydrogen expected Q4
Hydrogen Peroxide peroxide February 2017 February 2020 (2019
Disinfectants based on expected Q4
Peracetic acid Peracetic acid October 2017 October 2020 (2020
Disinfectants based on Sodium
Hypochlorite hypochlorite December 2018 December 2021
Disinfectants based on
Ethanol Ethanol Q1 2022 Q1 2025
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BPR, Article 95 and industry “home brew” alcohols & biocides

4 Alcohol and biocide solutions prepared at any e TR SRR G A SR
sector industry site, that are used for disinfecting PARLLAMENT AND OF THE COUNCIL
purposes are within the scope of the BPR of 22 May 2612

concernimg rhe making availalile an the market amd wse el biacidal
4 The BPR scope includes: Lioel g
= The placing on the market of biocidal products - s
sales of biocidal products.
= The use of biocidal products - using a product for Yriicle 3

biocidal purposes in any form. Defiitions

4 Example for a home brew alcohol product that is
being used within any manufacturing site for
biocidal purposes:

l.. For the pumposes of tas Regularion, the following defimnem slall

— "
= The alcohol purchased needs to be from a BPR ). TheREiE] pooii e
Article 95 listed supplier( i.e approved supplier) . 2 e L
L = i B = fll]].' snbstance of niaxhire. ol 1 Wiich it i SHjvp
Refer to hitps //echa.europa.eu/information-on b i e M i
chemicals/active-substance-suppliers for the active substamces. with the intention of destroying, deterring.
downloadable list of approved suppliers rendering harmbess. preventing the sction of. ar ofbernice
= The alcohol solution prepared on site is within the ERLl- ¢ SIMIERT i, 16, ¥ - DAL Yo, 1y

scope of the BPR as it is being used for biocidal AN SRR T R R AL e MR N

purposes ( even though this is internal use). It

requires authorization under the local schemes or = SRNA N S s U S
BPR. to be wed with the intention of destroying. deternng.

rendermz Barmbess. preventng the achon of, or othernge
exerting a controlling effect on, any hanuful organism by
EC@LAB 29 any menns ofher than mere physical er meechanzcal achion,



BPR — What are the Implication for the
Pharmaceutical industry?

« Pharmaceutical industry customers need to be careful in choosing a
biocidal product supplier:

« The biocidal active needs to be approved as per Article 95 of the BPR.
Biocidal products are registered in the relevant country that the pharma
manufacturing site is based in.

Has the supplier made a BPR registration commitment so that
sustainable product supply is guaranteed?
Additional control of biocidal use — it is illegal to sell or use an unapproved
biocidal product under the BEPR.
Improved focus on health and safety via use of safer chemicals .
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Thank you

Questions?
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