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Introduction

Objective

This manual gives guidance on the online access provided by ECHA to information on active
substances approved, and biocidal products authorised, under the Biocidal Products Regulation
(BPR) (where the data is in IUCLID). It is aimed at industry, and in particular, at managers
and technical experts in companies who are responsible for making sure that comprehensive
information is entered in the dossiers.

Biocides Submission Manuals

This manual is part of the Biocides Submission Manual (BSM) series concerning technical
guides, application instructions and process manuals and also includes:

Technical quides:

Using IUCLID, which describes how to prepare a general IUCLID dossier, giving you details
on the different functionalities in IUCLID, as well as explaining the different sections contained

within a dossier.

Using R4BP 3, which describes how to create user accounts in R4BP 3 through ECHA
Accounts and gives a detailed description of the various functionalities of the system.

Using the SPC Editor, which describes how to prepare a summary of the product
characteristics (SPC) required for certain application types.

Application instructions:

Application instruction manuals give guidance on how to submit applications concerning
various processes concerning active substance approvals and biocidal product authorisations.
e Active substances
¢ National authorisations
e Simplified authorisations
¢ Union authorisations

e Technical equivalence and chemical similarity

Process manuals:

Invoicing in R4BP 3, which describes the general information related to invoices and credit
notes issued by ECHA following the submission of an application.

Confidentiality requests for biocide applications, which describes how to make
confidentiality claims in IUCLID and which dossier information can be claimed confidential.

All of the Biocides Submission Manuals, including the technical guides,
e (@ application instructions and related processes can be found from the ‘ECHA
L) H H
Sl website’.


http://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
http://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
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Article 67 of the Biocidal Products Regulation (BPR)

Article 67 of the Biocidal Products Regulation (BPR) stipulates that the European Chemicals
Agency (ECHA) shall publish certain information it holds on approved biocidal active
substances and authorised biocidal products free of charge over the internet. This information
is published on the ECHA website, in the section ‘Information on Chemicals’.

However, in certain cases information can be withheld, if the applicant submitting the
information also indicates they wish to keep the information confidential, and submits a
justification as to why publishing the information would be potentially harmful to the
commercial interests of the applicant or any other party concerned. Relevant authority will
then assess such justifications in accordance with Article 67(3) and (4), and where the
justification is accepted, the information concerned will not be published. Claiming information
confidential may be subject to a fee.

Where urgent action is essential to protect human health, safety or the environment, such as
emergency situations, ECHA may disclose additional information, in accordance with Article
66(2). This will not happen in an automated way, and is therefore not covered in this manual.

This manual provides information about the online access to information on active substances
approved, and biocidal products authorised, under the BPR.! The document will help readers to
understand:

e what are the steps in the dissemination process; and
¢ which information will be made publicly available on the ECHA website.

The manual presents what ECHA directly publishes from the IUCLID dossiers and it does not
cover information from other documents such as SPCs?, assessment reports, etc.

Because of technical progress with IUCLID and the Dissemination portal, this manual will be
regularly updated. We recommend that you check our website regularly to make sure that you
have the most recent version of the document.

In addition to this manual, a specific dissemination preview will be made available for
applicants in the near future. This tool will enable applicants to verify — when preparing a
dossier in IUCLID — which information will be published on the ECHA website, as explained
further below (see Dissemination preview for IUCLID).

The Dissemination portal

Web address

Information on chemicals can be accessed through the ECHA website; detailed information on
approved active substances or authorised biocidal products can be accessed through the ECHA
website following the below paths:

Active substances: ECHA Website > Information on Chemicals > Biocidal Active Substances:
http://echa.europa.eu/information-on-chemicals/biocidal-active-substances

1 The dissemination obligations under Article 67 of the BPR also apply to information on active substances and biocidal
products where the approval/authorisation application was submitted under the Biocidal Products Directive (BPD)
(Directive 98/8/EC). The process for doing so is different to that described in this manual due to the use of IUCLID for
the BPR dossiers.

2 The information contained in the SPC associated with the authorisation of a biocidal product will be published on the

ECHA website. It is the responsibility of the authorisation holder and Member State competent authority to make sure
that this document does not contain confidential information.
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Biocidal products: ECHA Website > Information on Chemicals > Biocidal Products:

http://echa.europa.eu/information-on-chemicals/biocidal-products

Searching in the portal

Before you can begin to search for active substances and/or biocidal products in the
Dissemination portal, you have to acknowledge that you have taken note of the Legal Notice
explaining the nature of the information, the right to use the information, and possible limits to
the right to use the information.

You can search for an active substance in the portal by its name, EC number, CAS number,
type, biocide ID and approval information.

A biocidal product can be searched by its name, asset number, product-type and name, EC
number or CAS number, approval ID of its active substance as well as by authorisation data.

A list of all the active substances or biocidal products in the database can be obtained by
searching without entering any search criteria.

Search results can be reordered by clicking on the individual column headers.

ECHA has also developed InfoCards and Brief Profiles for substances where details on the
substance classification, uses and exposure and scientific properties are summarised and
aggregated. Whilst currently they are primarily based on the data submitted in REACH
registrations, they also include data from other sources, including the C&L Inventory, other
REACH regulatory processes, and data from the BPR and PIC regulation.

Intellectual property rights

You should use the information available in the Dissemination portal with care. Reproduction
and use or further distribution of the information is subject to copyright laws and may require
the permission of the owner of that information.

Data protection periods apply to data submitted for the purposes of the BPD or of the BPR.
Remember that in line with Article 59(1) of the BPR, the competent authorities may not use
that data for the benefit of a subsequent applicant unless it has a letter of access or the data
protection periods have expired.

The data protection periods are set in Article 60 of the BPR (“Protection of Data held by
competent authorities or the Agency”) and Article 95(5) of the BPR (“Transitional measures
concerning access to the active substance dossier”).

The Dissemination process

When is the information published?

For active substances, the process of disseminating information from an application dossier
starts as soon as the European Commission has adopted an Implementing Regulation
providing that the active substance is approved.

For biocidal products, the dissemination process starts from the date a biocidal product is
authorised.

At this point, the associated dossier — which by now only contains confidentiality requests
upheld by the relevant authority — is prepared for dissemination, as described below:


http://echa.europa.eu/information-on-chemicals/biocidal-products
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Filtering

The most important step in the dissemination process of the IUCLID information is the filtering
step in which information not meant to be published is removed from the dossier, along with
information flagged or claimed to be confidential (Figure 1).

Figure 1: Filter rules

[ N
Filter rule processing applied to IUCLID field
Output
Field content, or .
I modified content Published
Field content Filter
Rule
Not published
) J

Confidential Other Other

flag(s) field(s) condition(s)

Control inputs to filter rule (determines output)

- J

The filtering of IUCLID dossiers is performed by an IT tool which has been programmed with
Filter rules. Filter Rules are based on the Article 67 of the BPR and are applied to each field in
the IUCLID dossier determining whether the field content should be published or not. After the
filtering step is completed, the filtered dossier will contain only the information from the fields
that is to be published.

Dossier filtering (the removal of information not to be published) is an automated process and
is independent of which text you provide in a certain field. Please review your dossier before
you submit it, to make sure the correct content is provided. If you provide confidential
information in a field which is set to be published (e.g. the guidance on safe use), the
information will become visible on the internet.

In this manual (consisting of four separate parts), you can see the filter rule that applies for all
IUCLID 6 fields from the BPR Active substance information and BPR Biocidal product
authorisation templates. The filter rules are explained in the legend.

The other BPR templates for the substances (substances of concern and non-active
substances) and representative biocidal products are currently not covered in this manual.
Further information on how this information will be published will be made available in due
time.

Publication

ECHA disseminates information at substance/product level. All documents and information
from a IUCLID dossier will be linked to other relevant substance data identifiers. After the
filtering step, the dossier is processed to create a set of html web pages. A batch of these web
pages is regularly published on the ECHA website. As part of the same step, the relevant data
and metadata are published to allow the search results to be searched and filtered.

Dissemination preview for IUCLID

ECHA is developing a IUCLID plugin to enable applicants to simulate which information from
their IUCLID dossier will be removed during filtering, and which information will be made
publicly available over the internet. The Dissemination preview will allow applicants to use it
while they are preparing their BPR dossier in IUCLID. The purpose of the tool is to help

Annankatu 18, P.O. Box 400, 00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu
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applicants to prepare dossiers that can be published without revealing confidential business
information. More information on the tool will be available on the ECHA website in due time.

Confidentiality

The IUCLID template allows applicants to set confidentiality request flags on information covered
by Article 67(3) and (4) of the BPR. For information that an applicant wishes to keep confidential,
a confidentiality request must be justified and the request will only be implemented if it is upheld
by the relevant authority. For guidance on confidentiality claims, please see the Biocides
Submission Manual on the Process of confidentiality requests for biocide applications.3

3 http://echa.europa.eu/documents/10162/14938692/bsm_10_confidentiality requests_en.pdf
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Process of dissemination, Part 3: IlUCLID sections 9-13

In this manual, you can find the filter rule — illustrated with screenshots — for every field in
sections 9, 10, 11, 12 and 13 of the IUCLID 6 dossier. The filter rule automatically determines
if the content of the field is published on the ECHA website or not.

The legend on the next page briefly explains the different filter rules.

Unless otherwise stated, the rules of the section refer to the active substance template.

To allow for easy navigation, the sections in this manual use the same numbering as the sections
in IUCLID in the appropriate BPR view. For information on the other sections of the IUCLID

dossier, please consult the relevant part of the manual (the manual is divided into four parts,
each dealing with separate groups of IUCLID sections).

Annankatu 18, P.O. Box 400, 00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu
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Legend

Is always automatically published.
o e This rule concerns information listed in Article 67(1) and (2).

Is not automatically published.

protection of the commercial interests of the persons concerned, or
information which does not relate to the hazard and safe use of the
substance.

m e This rule concerns information normally deemed to undermine the

Is automatically published unless confidentiality has been claimed on this
section.

e This rule concerns information listed in Article 67(3) and (4).

Fields that are always automatically published in the active substance
dossier can be claimed confidential in the biocidal product dossier.
-> Confidentiality flags and indication of endpoint addressed will be published.

e This rule concerns information listed in Article 67(4).

The bibliographic references author, title, and source are published
according to the following rule, with the most important criteria listed first:

e are not published if the endpoint record is claimed confidential,
unless the reference type is publication, review article or handbook;

e are not published if the reference type is study report or company
data;

e are not published if at least one of following is provided: testing lab,
report number, owner company or study number.

This information will be published from other source (e.g. SPC, R4BP) and
not from the IUCLID dossier.

Any confidentiality claim must be justified and the claim will only be implemented if it is upheld
by the relevant authority. Justifications for claiming the confidentiality are not published.

Note to the legend

Field with a link

Fields containing a link to a record or information do not carry a filter rule as information they
contain is published according to the individual filter rules set within the given record or
information to which they refer.

Test material and identity of transformation products — conditioned filter rule

The test material and the identity of transformation products will be published unless:

o the reference substance describing the material itself is flagged confidential, or
e the endpoint study record is flagged confidential.
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Justification for type of information — conditioned filter rule
Justification for type of information will be published unless:

o the reference substances linked to the endpoint study record have been flagged
confidential, or
e the endpoint study record is flagged confidential.
For read-across, the information is not published if the study record in the related information
is flagged confidential, or the test material reference substance in the related information is
flagged confidential.

(Robust) study summary data

Fields referring to (robust) study summary data will only be published if the endpoint study
record is not requested confidential.

Annankatu 18, P.O. Box 400, 00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu
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9. Ecotoxicological studies (also in Biocidal Product)

NB: Biocidal Product o_}.

Administrative data »
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Hazard assessment conclusion

Assessment factor
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Marine water

Hazard assessment conclusion
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Assessment factor

4
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STP A

Hazard assessment conclusion

Assessment factor
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Extrapolation method
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Explanations on the hazard conclusion
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4

Sediment (freshwater) A
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o B
0

Assessment factor

A
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Extrapolation method
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Hazard for air &

Air &

Hazard assessment conclusion
. A
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Explanations on the hazard conclusion
D& % i e EEmEmE
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Hazard for terrestrial organisms A

Soil A
Hazard assessment conclusion
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Additional information
DBy b il m EEEroEEEEEEE 1V
Normal - | Agency FB -8 vA"|Bf E|§§§|;:==|A9/g

Conclusion on classification »
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A
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9.1 Toxicity to aquatic organisms

9.1.1 Short-term toxicity testing on fish (also in Biocidal Product under
9.2.1.1)

NB: Biocidal Product () —
Administrative data A

® 0

Link to relevant study record(s) »
Study name / type

) Add...
Description of key information A
D&~ i = EEEroEEEEEEE 1Y
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Key value for chemical safety assessment A
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LC50 for marine water fish
(A Y

Additional information »
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Administrative data ~
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Endpoint
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Materials and methods »

Test guideline

Cualifier Guideline
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10.1.5 Field studies
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10.2 Fate and behaviour in soil
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10.3 Fate and behaviour in air

10.3.1 Phototransformation in air
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Materials and methods

Test guideline

Qualifier Guideline Version / remarks Deviations
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Principles of method if other than guideline
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.| > | Remarks 0
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Type of study
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.| ¥ | OCther

Test material ~

Test material information

Specific details on test material used for the study
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Overall remarks, attachments A

Overall remarks
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(N

Attached background material
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Applicant's summary and conclusion A
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10.6 Monitoring: Identification of all degradation products
(>10%0) in the studies on degradation in soil, water and

sediments

Administrative data »
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Link to relevant study record(s) A
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() Add...
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Administrative data ~

® 0

Endpoint

(A)

Type of information

A

Adequacy of study

(AJ

.| ™| Remarks 0
B4 Othere

[~ Robust study summary m
[~ Used for classification m

[~ Used for SDS 0

Study period

Reliability

o

™| Other o

Rationale for reliability incl. deficiencies

Data waiving

Justification for data waiving

™| COther

Remarks 0

Remarks 0

M

Justification for type of information

A.,.IX

Attached justification
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Reason / purpose

¥ Add...
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Remarks

) Add...

Data source A
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Data protection claimed

.|™ | Other m
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Remarks 0
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Any other information on results incl. tables »
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11. Measures to protect humans, animals and the
environment

Administrative data A

® O

Measures to protect humans, animals and the environment A

Recommended methods and precautions concerning sterage of active substance/biocidal product; shelf-life of biocidal product

[ AJ

Recommended methods and precautions concerning handling and transport

0

Recommended methods and precautions concerning fire; in case of fire nature of reaction products, combustion gases etc.

A

Particulars of likely direct or indirect adverze effects

A

First aid instructionz, antidotes

0

Emergency measures to protect environment in case of accident

0

Control measures of repellents or poison included in the biocidal product, to prevent action against non-target organisms (relevant for biccidal products only)

A

Possibility of destruction or decontamination following release in or on the following: A

Air

A

Water, including drinking water

A
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Soil

A

Procedures for waste management of active substance/biocidal product, and if appropriate, its packaging: ~

Possibility of reuse or recycling

A

Possibility of neutralisation of effects

A

Conditions for controlled discharge including leachate qualities on disposal

o

Conditions for controlled incineration

o

Instructions for =afe disposal of the biocidal product and itz packaging for different groups of users (relevant for biocidal preducts onlby)

o

Procedures, if any, for cleaning application eguipment (relevant for biocidal products only)

A
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11. Biocidal Product — Measures to protect humans,
animals and the environment

Administrative data ~

Measures to protect humans, animals and the environment A

Recommended methods and precautiocns cencerning storage of active substance/biocidal product; shelf-life of biocidal product

(0]

Recommended methods and precautions concerning handling and transport

(0]

Recommended methods and precautions cencerning fire; in caze of fire nature of reaction products, combustion gases etc.

0]

Particulars of likehy direct or indirect adverse effects

©

First aid instructions, antidotes

(0]

Emergency measures to protect environment in case of accident

o

Control measures of repellents or poison included in the biocidal product, to prevent action against non-target organisms (relevant for biocidal products only)

(0]

Possibility of destruction or decontamination following release in or on the following: »
Ar

0]

Water, including drinking water

(0]
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Soil

(0]

Procedures for waste management of active substance/biocidal product, and if appropriate, its packaging: ~

Possibility of reuse or recycling

(0]

Possibility of neutralisation of effects

(0]

Conditions for controlled discharge including leachate qualities on dizpozal

(0]

Conditions for controlled incineration

(0]

Instructions for safe disposal of the biocidal preduct and its packaging for different groups of users (relevant for biocidal products only)

(0]

Procedures, if any, for cleaning application equipment (relevant for biocidal products only)

(0]
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12. Classification & Labelling

12.1 GHS

® QO

General Information ~

MName

A

[~ Not classified ()

Implementation

..|™ | GCther o
Remarks

0| By~ i | B EEm=rEE

| Normal - "Aharuni = || 8 - | AT | B I

< @
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i
i
iFg
iFg
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Related composition A

Related composition

o

) Add...

Classification »

Physical Hazards A

Hazard category Hazard statement Reason for no classification

Explosives 0 -

Flammable gases and chemically...
Agrosols

Oxidising gases

(Gases under pressure

Flammable liguids

Flammable solids

Self-reactive substances and m...
Pyrophoric liguids

Pyrophoric zolids

000000009
00000000009
0000000000
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Self-heating substances and mi...
Substances and mixtures which ...
Oxidising liguids

Oxidising solids

Organic peroxides

Corrosive to metals

Desensitized explosives

=110 1>
> 1> 1> 1> 1-1>
> > 1> 1> 1> 11>

Health hazards ~

T
W

zard category ard statement

T
W
-
X
m
@

on for no classification

Acute toxicity - oral

Acute toxicity - dermal

Acute toxicity - inhalation

Skin corrosion / irritation
Serious eye damage / eye irrit...
Respiratory sensitization

3kin sensitisation

00000000
00000000

Aspiration hazard
Reproductive toxicity »

Hazard category Hazard statement Reaszon for no classification

00000000

Reproductive toxicity
Specific effect
Route of exposure

Remarks 0

Effects on or via lactation

> 1> T>1>)
©o: ©
@ ©

Germ cell mutagenicity #

Hazard category Hazard statement Reason for no classification

Germ cell mutagenicity 0 - e e 0 .
Remarks 0

Hazard category Hazard statement Reason for no classification

Carcinogenicity 0 . o . o .
Route of exposure 9 o | ™ | Remarks o

Specific target organ toxicity - single

>

Route of exposure

Carcinogenicity

Hazard category Hazard statement Reason for no classification

Specific target organ toxicity... o . 4 9 .4 9 .
Affected organs o
Route of exposure o .. | ™ | Remarks 0

Specific target organ toxicity - repeated

Hazard category Hazard statement Reason for no classification

Specific target organ toxicity... o - e e S o .
Affected organs o
Route of exposure o o | ¥ | Remarks 0
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Specific concentration limits A

v A®
e @ X
Concentration range (%)
O 0 0
Hazard categories
Environmental hazards »
Aquatic environment A
Hazard category Hazard statement Reason for no classification
h

Hazardous to the aguatic envir...

Hazardous to the aquatic envir... o o o -

M factor /A
M-Factor acute

WM-Factor chronic

(7]

Ozone layer #
Hazard category Hazard statement Reason for no classification

Hazardous to the ozone layer e
Additional hazard classes &

Additicnal hazard classes

LA

Additional hazard statements

A

Labelling ~

Signal word

(A -

Hazard pictogram ~

Code

(A v

Hazard statements A

Hazard statement

o B

Additional text

(A)
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Precautionary statements A

Additional labelling requirements A
CLP supplemental hazard statement

Notes A

Annankatu 18, P.O. Box 400, 00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



Process of dissemination, Part 4: IUCLID sections 9-13

195

12.1 Biocidal Product — GHS

General Information A

Name

(0]

[~ Not classified @

Implementation

(0]

Remarks

..\ ™| Cther @

08 il

Normal * || Aharoni
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Related composition
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Classification »
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loloYolofoolofololololofofolofole

Reason for no classification

(oloolofololofo ofolofolololofofo)



196 Biocides Submission Manual

Version 2.0

Health hazards »

Hazard category Hazard statement Reason for no classification
Acute toxicity - oral . 0 0 A
Acute toxicity - dermal @ e 0 0 e
Acute toxicity - inhalation @ A 0 0 A
Skin corrosion [ irritation 0 e 0 0 e
Seripus eye damage / eye irrit... 0 e 0 0 A
Respiratory sensitisation 0 e 0 0 e
Skin sensitisation 0 o 0 0 ot
Aspiration hazard 0 e 0 0 A
Reproductive toxicity »
Hazard category Hazard statement Reason for no classification
Reproductive toxicity 0 e 0 0 e
Specific effect 0
Route of exposure 0 w | Remarks 0
Effects on or via lactation 0 = @ @ V
Germ cell mutagenicity /A
Hazard category Hazard statement Reason for no classification
Germ cell mutagenicity 0 - 0 0 v
Route of exposure 0 * | Remarks 0
Carcinogenicity »
Hazard category Hazard statement Reason for no classification
Carcinogenicity @ . 0 e
Route of exposure @ ...|™ | Remarks 0
Specific target organ toxicity - single »
v oA F
~ @ X
Hazard category Hazard statement Reason for no classification
Specific target organ toxicity. .. 0 . 0 e h
Affected organs 0
Route of exposure 0 ...|™ | Remarks 0
Specific target organ toxicity - repeated
v oA F
~ @ X
Hazard category Hazard =statement Reason for ne classification
Specific target organ toxicity. .. 0 . 0 e 0 h
Affected organs 0
Route of exposure 0 ...|™ | Remarks 0
Specific concentration limits A
v oA

Concentration range (%)

0 0 0-0
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Environmental hazards ~

Aquatic environment Ay
Hazard category

Hazardous to the aguatic envir...

Hazardous to the aguatic enwvir... 0

M factor A
M-Factor acute

(0]
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(0]

Ozone layer /A
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Hazardous to the ozone layer 0

Hazard statement

AN O
- O

Hazard statement

- @

Reason for no classification

- @ -

Reason for no classification

~ O e

Additional hazard classes A

Additional hazard classes

(0]

Additional hazard statements

(0]

Labelling ~

Signal word

Hazard pictogram

(0)

VoA E
~ & X
Code
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Hazard statements ~
v A F
~ & X
Hazard statement
o >
Additional text
Precautionary statements A
VoA E
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(0 N
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Additional labelling requirements »
CLP zupplemental hazard statement

MNotes A
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12.2 DSD — DPD

RN

General information

Name

(A

[~ Mot classified o

Status

.| > | Other o

Related composition A
Related composition

o

) Add...
Classification A
Classification Reason for no classification
Explosiveness | ¥ b
Oxidising properties | ™ b

Flammability |"_°

Thermal stability |'

Acute toxicity W

-

Acute toxicity - irreversible ...

Repeated dose toxicity [ ™

Irritation / corrosion | ™

2

Sensitization

Carcinogenicity

Mutagenicity - genetic toxicit. ..
Toxicity to reproduction - fer...
Toxicity to reproduction - dev...

Toxicity to reproduction - bre...

0000000000 00000Q

doccosep

Environment | ™ |
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Labelling »~

Indication of danger A

Indication of danger

r @

Risk phrases »

Risk phrazes

A )

Safety phrases A

VoA
) @ X
Code
h
Additional text
Specific concentration limits A
v oA D
~ & X
Concentration range (%)
Classification
A ) |
MNotes »
v AT
~ @ X
(A "

Annankatu 18, P.O. Box 400, 00121 Helsinki, Finland | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu



Process of dissemination, Part 4: IUCLID sections 9-13 201

12.2 Biocidal Product — DSD-DPD

® O
General information A

Name

(0]

[~ Not classified (§)
Status

[0} [z o @

Index number

Related compoesition A

Related composition

(0]

) Add...
Classification A

Classification Reason for no classification

E:-:plus'rveness|" 0

Oxidising pruperties|" @
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Repeated dose toxicity | hd 0
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Labelling »~

Indication of danger »

Indication of danger

-

Risk phrases A

Risk phrases

- @

Safety phrases A

v AR
~ ® X
Code
(0] Ll
Additional text
Specific concentration limits ~
v AF
A & X
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M |
Notes A
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12.3 Biocidal Product — Packaging (12.7. in Annex 111 of BPR)

Administrative data ~

® 0

Packaging »~

For a biocidal product family, specify to which biecidal product(s) it applies:

(0]

@ Agd...

Type of packaging in contact with the biocidal preduct (container type)

.| ™| Cther

Size of packaging in contact with the biocidal product (container size)

©-0

0-0
Material of packaging in contact with the biocidal proeduct (container material}

.| ™ | Cther

Compatibility of the biocidal product with the packaging materials propozed to be in contact with the biocidal product

(0]

Further description of the packaging in contact with the biocidal product

(0]

Safety features of the packaging

(0]

Description of the secondary packaging (not in contact with the biocidal product)

(0]

Packaging related attachments.

Type of attachment

Attached document

Remarks

& Agd...
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13. Summary and evaluation (also in Biocidal Product)

Administrative data »

® QO

Reports and administrative information / Reports and administrative information »

Summary and evaluation

Type of report

Attached document

Remarks

) Add...
Discussion »

DB Bl EEEEE LR TR
Hormal - | Aharoni T8 "AY|B I E|§§§|;:'E|A‘Eig

o

Active substance related information ~

0 [~ identification of any substances meeting the requirements listed in point 11.10 of Annex Il to BPR

0 [~ The source of substance is the same as was evaluated for inclusion in the Union list of approved active substances

0 [~ The source of substance is considered eguivalent to the Union list of approved active substances source.

If yes |, technical equivalence decision number

(N)

The substance is a candidate for substitution

. w | Remarks 0

The substance has endocrine-disrupting properties

Biocidal product related information / Biocidal product related information ~

-

Other information relevant for the Summary of the biocidal Product Characteristics

D8 i = st EEE T
Normal = | Aharoni -8 vA‘|Bj' E|§§§|;:=§|A9/g
Biocidal product related information
Authorisation number Remarks

& Add...
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13.1 PBT assessment

Administrative data »

® 0O

PBT assessment: overall result ~

Assessed composition(s)

) Add...
PBT =tatus
(1)
Justification
DB % il = EEE D EEE EEEE 1V
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Administrative data »

® 0

Assessed Substance A

Assessed substance

-
Reference substance

@@
Composition of assessed substance
#F Add...

PBT status of the asseszed substance

-

Remark for assessed substance

(N

Results of detailed PBT / vPvEB assessment ~
Persistence »

Evidence of non-P [ non-vP properties #
Screening criteria /M,

[~ NotP and not vP based on: readilty biodegradable

Remark

[~ Not P and not vP based on: other screening test(s) (e.g. enhanced ready bindegradability, inherent bindegradability test) under valid conditic

Remark

Criteria based on Annex Xlll of REACH #
[~ Mot P and not vP based on

T)z = 60 days in marine water

and T¥z = 40 days in fresh- or estuarine water

and Tz = 180 days in marine sediment

and T¥z = 120 days in fresh- or estuarine sediment

and Tz = 120 dayz in soil

[~ P but not vP based on
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T2 < 60 days in marine, fresh- or estuarine water

and Tz < 180 days in marine, fresh- or estuarine sediment

and Tz < 180 days in soil

Other evidence of non-P | non-vP properties My
Remark

Further information for the PBT assessment is necessary
Remark

Evidence of P or vP properties #
Remark

Conclusion
Conclusion on P/ vP properties

Remark

Bioaccumulation »

Evidence of non-B [ non-vB properties #
Screening criteria M

[~ Not B and not vB based on: Log Kow = 4.5

Remark

Criteria based on Annex Xlll of REACH #
[~ Mot B and not vB based on: BCF = 2 000 L'kg

Remark

[ B but not vB based on: 2,000 < BCF < 5,000 L'kg

Remark

Other evidence of non-B | non-vB properties M
Remark
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Further information for the PBT assessment is necessary #
Remark

Evidence of B or vB properties #
Remark

Conclusion
Conclusion on B / vB properties

Remark

Toxicity
Evidence of non-T properties
Criteria based on Annex Xlll of REACH #
[ NotT based on:

EC10 or NOEC = 0.01 mg/L for marine / freshwater organisms (long-term toxicity )

and substance is not classified as carcinogenic (category 1 or 2), mutagenic (category 1 or 2}, or toxic for repreduction (category 1, 2 or 3}
accoerding to Directive 8T/S48/EEC or carcinogenic (category 1A or 1B}, germ cell mutagenic (category 14 or 1B}, or toxic for reproduction
(category 1A, 1B or 2} according to Regulation EC No 1272/2008

and no other evidence of chronic toxicity, as identified by the classifications T, R48 or Xn, R48 according to Directive 67/548/EEC or specific tar
organ toxicity after repeated exposure (STOT RE category 1 or 2) according to Regulation EC No 1272/2008

Other evidence of non-T properties
Remark

Further information for the PBT assessment is necessary #
Remark

Evidence of T properties »
| Screening criteria: L(E)CS0 = 0.01 mg/L

[~ other evidence

Remark

Conclusion #

Conclusion on T properties

Remark
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