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Legal basis ot

Main RD

4 APRIL 2019 - Koninklijk besluit betreffende het op de markt aanbieden en het
gebruiken van biociden

http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&table_name=w
et&cn=2019040431

4 AVRIL 2019 - Arréte royal relatif a la mise a disposition sur le marché et a l'utilisation
des produits biocides

http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2019040431
&table_name=loi

PS: The previous RD (8 May 2014) was cancelled at the same time (= In force 3/5/2019)

Environment


http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&table_name=wet&cn=2019040431
http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&table_name=wet&cn=2019040431
http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2019040431&table_name=loi
http://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2019040431&table_name=loi

Legal basis ot

Related RD

13 NOVEMBER 2011 - Koninklijk besluit tot vaststelling van de retributies en
bijdragen verschuldigd aan het Begrotingsfonds voor de grondstoffen en de
producten

https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&cn=2
011111309&table_name=wet

13 NOVEMBRE 2011 - Arréteé royal fixant les rétributions et cotisations dues au
Fonds budgétaire des matieres premieres et des produits

https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=20
11111309&table_name=loi



https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&cn=2011111309&table_name=wet
https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=nl&la=N&cn=2011111309&table_name=wet
https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2011111309&table_name=loi
https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&cn=2011111309&table_name=loi
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Limited vs. Full evaluation

As per RD 4/4/2019, possible (and thus not limitative) indications
can be:

« 1° history of the biocide involved, for example a negative aadvise,

« 2° a substantiated complaint against the biocide concerned, against a very similar
biocide or against a group of biocides to which the biocide in question belongs;

« 3° an incompatibility between the classification and labelling and the intended use,

* 4° scientific literature data, a report from the poison control centre or a designation
from another Member State that may indicate a potential danger to humans or the
environment of the biocide concerned or of a substance that it contains;

 5° scientific literature data, a report from the poison control centre or a designation
from another member state that demonstrate an objectified microbial resistance.

ain Safety
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Experiences

Note: Data up to 8/9/2025

BE market by type of certificate
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Note: Data up to 8/9/2025

Signed BE certificates vs time
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Experiences

Note: Data up to 8/9/2025

Reason Full Evaluation

Potential overdosing

Potential not efficacious

Potential high risk + Potential not efficacious

Potential high risk

Issues based on sci. literature

Issues based on previous similar BP + Incomp CLP - Use
Issues based on previous similar BP

Incomp Name - Use

Incomp CLP - Use + Potential not efficacious

Incomp CLP - Use + Potential high risk

Incomp CLP - Use

History + Potential not efficacious

History + Potential high risk

History + Incomp CLP - Use

History

Complaint - Similar BP

o
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®

Experiences

Appeal - proceed with short eval - 5
Appeal - proceed with full eval _ 19

Result Intention Full Evaluation

o
N
o
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Note: Data up to 8/9/2025
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Upcoming changes BE

Most important change for IND - as from 01/01/2026

 Our financial account
» Due to a change in financial institution, our financial details will change
« Our BIC/SWIFT will change from PCHQBEBBXXX to GEBABEBBXXX.
« However, our IBAN-number will not.
« As from 01/01/2026, all generated invoices will take this change into account
« Please inform your financial departments accordingly



Upcoming changes (reminder) 5E

Legal basis

14 JULI 2024 - Koninklijk besluit tot wijziging van het koninklijk besluit van 4 april 2019
betreffende het op de markt aanbieden en het gebruiken van biociden

https://www.ejustice.just.fgov.be/mopdf/2024/08/13_1.pdf#Page18

14 JUILLET 2024 - Arréte royal modifiant I'arrété royal du 4 avril 2019 relatif a la mise a
disposition sur le marché et a I'utilisation des produits biocides

https://www.ejustice.just.fgov.be/mopdf/2024/08/13_1.pdf#Page18

Environment


https://www.ejustice.just.fgov.be/mopdf/2024/08/13_1.pdf#Page18
https://www.ejustice.just.fgov.be/mopdf/2024/08/13_1.pdf#Page18

Upcoming changes (reminder) Sk

Most important changes for IND - as from 01/01/2027
* Art. 22

- Amendment of the BE specific requirements regarding the labelling of a
biocide
« Trade name, SOCs, and quantity of product must be on the label.

« Trade name + authorisation number must (also) be clearly visible and near each
other on the front of the label.

 Biocides not having a CLP-classification must be labelled in NL and FR, yet for the
DE version of the label the reader may be referred to a publicly viewable label.

 Biocides having a CLP-classification must be labelled in NL, FR and DE. However,
the reader may be referred to a publicly viewable label for the label elements

covered by art. 17(1) (a), (b), (c) and (h) of the CLP-regulation on the DE part of the
label.



Upcoming changes (reminder) Sk

Most important changes for IND - as from 01/01/2027

e Art. 23

e Restriction on advertisement

« By default, advertisement is only possible for biocides covered by an
authorisation/notification/registration, incl. the use(s) for which it is advertised.

« As an exception to this, advertisement is also prohibited for all uses of a biocide
which were granted solely for the general public user, providing that the
respective biocide has a danger score > 4 (cf. 87 of your BE certificates).

« Requirements when advertising

 |In addition to the already existing requirements (laws on advertisement, BPR), the
advertisement must also mention trade name and authorisation number.

« If the advertisement is disseminated through a communication technique that
provides limited time for the display of information, certain timing minima

apply.

'''''



Expected changes BE

Most important changes for IND - as from 01/01/2027? (TBC!)

« Related RD (13/11/2011)
* Implementation of new hazard classes in CLP (ED HH, ED ENV, PBT, PMT,
vPVB, vPVM)

« Based on Commission Delegated Regulation 2023/707 amending CLP Regulation
(EC) No 1272/2008

« Classification leads to increased danger score, which might impact yearly
contribution for the respective biocide(s)

* Incentive to replace those substances by other substances

Environment



Expected changes BE

Most important changes for IND - as from 01/01/2027? (TBC!)

« Related RD (13/11/2011)
 Revised timeline for annual declaration of volumes sold and payment of
annual contribution
- Declaration by Feb 15t instead of Jan 31+t

« Non-compliance = suspension, registered letter as reminder, +20% surcharge
when finally declared, ultimate deadline: Mar 15t

« Persistent non-compliance = inactivation, official report of infringement

« Payment within 30 days after declaration

« Non-compliance = suspension, registered letter as reminder, ultimate deadline:
Apr 15t

« Persistent non-compliance = inactivation, official report of infringement



Thank you for your attention!
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Any Questions...
Just Ask!
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Further information

Belgian Biocides website
www.biocide.be



http://www.biocide.be/
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Workload overview

Status of dossiers as reference Member State (NA-APP ; SA-APP ; UA-APP ; NA-RNL)

ossiers

Assessment reopened for an article 75(1)(g) procedure - Close to finalization: the Opinion

2018 L is sent to the European Commission

12 cases closed

1 in finalization

1in peer-review

3 in evaluation (first EU dossiers with quaternary ammoniums as Active Substance:
discussions at EU level necessary)

2022 5

2 cases closed

2 in finalization
3 in peer-review
3 in evaluation

2023 8

2024 9 All in evaluation

e« 1 caseclosed
2025 7 «  Still waiting for 7 dossiers

Health
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Workload overview EU

NA-APP, UA-APP, SA-APP and renewals only

Workload per year for which Belgium is reference Member State
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Workload overview EU

« We still experience a huge variability between the number of
dossiers we accept, and the number of dossiers submitted

 The number of ongoing dossiers has started to decrease
because we managed to close many cases this year

« Average time to process a dossier from submission to
closing (NA-APP, UA-APP and NA-RNL full evaluation) = 3
years



Workload overview EU

« As announced when the fees were increased, we have raised the
average number of dossiers we accept per year as eCA (from ~15
to ~20)

* To keep in mind that many factors still influence this, such as:
o The workload for Active Substance dossiers
o The nature of the dossiers we accept (i.e. UA v/s NA or large families)
o Number or renewal dossiers
o Amount of major change applications we expect to receive



Workload overview EU
Renewal as rMS

Share of renewal dossiers per year Predictions assuming 20 dossiers per year
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Workload overview EU
Union authorisations

Share of UA-APP dossiers per year
* In principle we have some slots 25

available every year for UA-APP

20
« The number of UA-APP per year .
we can accept is still limited
10
« Repartition of UA-APP dossiers
across Member-States: Belgium 5 I I I I
is the fourth Member State with . -
N D PP > > PR

the highest workload

Bm NA/SA-APP and RNL ® UA-APP
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BPR related regulations - revision ongoing

Revision of several EU regulations for product authorisations
are still ongoing:

« Regulation (EU) No 492/2014 on the renewal of
authorisations of biocidal products subject to mutual
recognition

» Regulation (EU) No 414/2013 on same biocidal products

« Regulation (EU) No 354/2013 on changes of biocidal products

'''''
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EU

BPR related regulations - revision ongoing

Revisions are done in parallel considering the interconnection between the
regulations

The work started first on “Same biocidal product” and “Renewal” regulation

Working on the “Change” regulation raised new questions

- Cut-off dates prior to renewal during which it is not possible to submit change
applications (MIC and MAC) to ensure a stable situation at renewal

- Exploring the possibility, under several conditions, to submit changes at the same
time as the renewal to limit the “freeze-out” period

No final decision yet



EU Commission « Omnibus packages »

 Legislative amendments introduced by the European Commission to
simplify EU regulations

« Targeted modifications to address urgent issues
 No final decision yet
 Several proposals may have impact on biocides

-2 “CLP omnibus” (i.e. postponement of the applicability of the 2024
revision of the CLP regulation, revert changes on formatting)

- “Food and feed omnibus” (includes the BPR: i.e. data protection)



. T
EU Commission Evaluation of the BPR (« REFIT »)

* The goal is to evaluate if the BPR is:

- relevant to the current needs

- effective in meetings its objectives

- efficient in terms of costs and benefits
- coherent internally and externally

- it has added value, i.e. produces results beyond what
would have been achieved by Member States acting alone



.
EU Commission Evaluation of the BPR (« REFIT »)

e Call for evidence starts in November 2025 for minimum 12 weeks

« One public consultation for the general public and another public consultation for
experts on the BPR

« Will include very precise questions on the procedures and the legal provisions of the
BPR

A study to support this evaluation will start in February 2026 and will be running for a
year with additional targeted consultations with Competent Authorities and with
Industry representatives

« The Commission also intends to organize workshops

- Difficult exercise that takes time to and requires to find a balanced approach and
compromises



Ethanol

« Public consultation on potential alternatives happened in March and April 2025, 356
contributions were received
« The eCA is reviewing (October 2025) these contributions to update the Analysis of

Alternatives (AoA)

» Discussion at the Human Health Working Group happened in September/October
(WG-111-2025) on the classification, the conclusions of the WG are:

- Carcinogenicity: 1A
- Reproductive toxicity: 1A
- Mutagenicity: discussion ongoing
« Discussion at the BPC scheduled for BPC-57 in November
« CLH submission expected for 31/12/2026 (information available on ECHA’s website
on the Registry of CLH intentions)



https://echa.europa.eu/cs/registry-of-clh-intentions-until-outcome
https://echa.europa.eu/cs/registry-of-clh-intentions-until-outcome
https://echa.europa.eu/cs/registry-of-clh-intentions-until-outcome
https://echa.europa.eu/cs/registry-of-clh-intentions-until-outcome

Ethanol

‘J « CA-Dec23-Doc.5.4: Extension of the Review Programme of existing
_) active substances beyond 2024

1
4
 Ethanol is a backlog dossier (i.e. submitted to ECHA before 01/09/2013)

- In 2023 the goal was set to have BPC opinions on these dossiers by 31/12/2025

 In order to progress on the review programme, the practice to await the RAC
opinion when the classification includes exclusion criteria is stopped, the BPC is
entitled to take a conclusion without the RAC opinion

« The BPC Opinion will include a classification proposal and the conclusions on the
Article 5(2) of BPR (derogation for approval)

- Ethanol is evaluated following the rules, the process is still ongoing, it is not
possible to predict the final outcome

hain Safety

'''''



https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2e90737e-bb87-4ce4-9098-65820ede03a5/details

REACH restriction on microplastics

« Commission Regulation (EU) 2023/2055

¢é§J * CA-107 meeting presentation

4 * CA-109 meeting document: CA-Sept25-Doc.7.6

 Restriction on synthetic polymer microparticles (SPM) on their own or
intentionally added to mixtures

* The sale ban applies as of 17 October 2023 as a general rule, but some
derogations applies: biocides benefit from a transitional period until 17
October 2031


https://eur-lex.europa.eu/eli/reg/2023/2055/oj
https://eur-lex.europa.eu/eli/reg/2023/2055/oj
https://eur-lex.europa.eu/eli/reg/2023/2055/oj
https://eur-lex.europa.eu/eli/reg/2023/2055/oj
https://eur-lex.europa.eu/eli/reg/2023/2055/oj
https://eur-lex.europa.eu/eli/reg/2023/2055/oj
https://eur-lex.europa.eu/eli/reg/2023/2055/oj
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/8a5c50e7-fec2-4cdc-a47f-20c54445cf84/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/8a5c50e7-fec2-4cdc-a47f-20c54445cf84/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/8a5c50e7-fec2-4cdc-a47f-20c54445cf84/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/8a5c50e7-fec2-4cdc-a47f-20c54445cf84/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/8a5c50e7-fec2-4cdc-a47f-20c54445cf84/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/8a5c50e7-fec2-4cdc-a47f-20c54445cf84/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/c8fd426e-2049-497c-9bc2-3d417d18b1b2/details

REACH restriction on microplastics

« Authorisations of biocidal products containing SPM will be
cancelled in accordance with Article 48 (a) of the BPR by 17
October 2031

 Period of grace cannot be granted for the making available on
the market of these products, however the use of products
already on the market may be allowed

* Article 19(5) not applicable



REACH restriction on microplastics

» Anticipation is necessary

« Avoid using products containing SPM as representative
products for Active Substance approval or renewal

e Start now to carefully check the composition of your
products: Active Substance AND co-formulants

* |[dentified example of SPM in biocidal products: capsule
suspension of active substance

Environment



REACH restriction on microplastics

Information from the industry is crucial to comply with the restriction

Instructions on how to use and dispose of the SPM/product in a safe
way is mandatory since 17 October 2025

Obligation to report the estimated microplastics emissions to ECHA on
a yearly basis by 31 May 2027 (applies to biocides)

Manufacturers and industrial downstream users must disclose
sufficient information to enforcement authorities to identify polymers,
on the function of the polymers, on proof of solubility or degradability
when it is claimed.



Article 19(4) compliance

“A biocidal product shall not be authorised for making available on the market
for use by the general public where:

(a) it meets the criteria according to Directive 1999/45/EC for classification as [...]

(b) it meets the criteria according to Regulation (EC) No 1272/2008 for
classification as [...]

(c) it consists of, contains or generates, a substance that meets the criteria for
being PBT or vPvB in accordance with Annex XlIl to Regulation (EC) No 1907/2006

(d) it has endocrine-disrupting properties

(e) it has developmental neurotoxic or immunotoxic effects.”



Article 19(4) compliance

« PBT and vPvB: “consists of, contains or generates, a
substance that meets the criteria”

- There is no concentration limit, the sole presence of the
substance in a biocidal product will lead to the conclusion that
the product cannot be authorised for the General Public



Article 19(4) compliance

« ED: “it has endocrine-disrupting properties” - means the product is
classified as ED

« Consequences with the new CLP ED hazard classes:

- Article 19(4) applies for products classified as ED category 1 (known or presumed ED)
- Article 19(4) do not apply for products classified as ED category 2 (suspected ED)
- There is no distinction between classified as ED for Human Health or Environment



https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/23de166c-e03f-40c2-8473-15b055a53e8c/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/23de166c-e03f-40c2-8473-15b055a53e8c/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/23de166c-e03f-40c2-8473-15b055a53e8c/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/23de166c-e03f-40c2-8473-15b055a53e8c/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/23de166c-e03f-40c2-8473-15b055a53e8c/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/23de166c-e03f-40c2-8473-15b055a53e8c/details
https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/23de166c-e03f-40c2-8473-15b055a53e8c/details
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Highlight on documents published in 2025

*In_sSitu generated active substances and their products
Information requirements and risk assessment for approval and
authorisation (April 2025)

e Guidance document on the definition of 'similar conditions of use
across the Union' (June 2025)

* Frequently used sentences in the SPC and their translations
(August 2025)
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Thank you for your attention

HHHHHH
Food Chain Safety
Environment

Any Questions...
Just Ask!

-
S N
e

Further information

Belgian Biocides website
www.biocide.be

EU



http://www.biocide.be/
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