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Creation and update of a Biocidal Product Authorisation
dossier and use of the report generator

Background information

In the context of Article 20 of the BPR Regulation, the application for authorisation for biocidal products
other than biocidal products eligible for the simplified authorisation procedure, shall contain:

- A dossier or letter of access for the biocidal product satisfying Annex II requirements for every
single active substance

- A dossier or letter of access for the biocidal product satisfying Annex III requirements; and

- A summary of biocidal product characteristics (SPC).

The technical dossier satisfying requirements of Annex II and Annex III must be submitted in IUCLID
format.

Scenario

You are an applicant who needs to fill in a IUCLID 6 application satisfying the requirements as specified in
Article 20. The active substance to be included in the biocidal product is considered as approved for the
relevant product type.

As an applicant, you will need to:
- PART 1: Launch IUCLID 6
- PART 2: Create a biocidal product authorisation dossier

- PART 3: Edit the product dataset
- PART 4: Generate an SPC XML file

Please, complete the step-by-step instructions provided in the next pages.

The scientific information provided in the following exercise is not necessarily accurate but will help you to
carry out some necessary steps to complete your biocidal products application. Due to the time constraints
we cannot go through all mandatory sections during the exercise.
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PART 1: Launch IUCLID 6

1. Open IUCLID 6 using the icon available on your Desktop. Please note that under the
environment used during the training, the initial launch of IUCLID 6 might take more than

one minute.

-
s il

IUCLID &
Desktop

IUCLID G
o

BECHA  @)OECD e

¥ el cAs Asney

2. Once started, the IUCLID 6 home page will be displayed.

“J 1UCLID 6 a2
File Edit User Admin Help
2
ik @
Main tasks
K3 A
Mixture / Product Template
Substance ﬁ‘ D
Category Annotation
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PART 2: Create a biocidal product authorisation dossier

1. Click on the icon *Mixture / product’ and check that the biocidal product dataset is there.

-
3

Mixture / Product

'I= Mavigation panel

Search

Result type | Mixture/Product -

Query type | Get all mixtures/products -

o I8

Y Fitter

Mixture/Product Legal entity name Last modification date

E Sterilagua Hﬁ BP manufacturer \Wed, 13 Sep 2017 09.02...
—

2. In the Navigation panel right click on your biocidal product and select the option “Create

Dossier”

DR& I BIX

Y Fitter

Mixture/Product Legal entity name: Last modification date l

T Sterilagua @ BP manufacturer |Wed, 13 Spon
a Create Dossier...
=3 Print...
E Generate report...
@ Export...
X Delete
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3. At the first step of the Dossier creation wizard select the submission appropriate for your
biocidal product. In this case, it will be "BPR Biocidal product authorisation”. Press Next.

-
«d, Dossier creation wizard

oz

Mixture/Product

Step 1 - Select submission type: Select a submission type, which meets your specific requirements: regulatory
programme, type of dossier, tonnage band, member of a joint submission, etc.

The dossieriexport template is used to determine which substance or mixture/product documents will be selected | ) |
by default. The selection can be modified manually in a subsequent step of the dossier creation/export process
Note that all referenced documents will be automatically detached

Select submission type for a Mixture/Product

CORE

OECD

EU_BPR

{* Complete table of contents

 OECD harmonised templates

" BPR Active substance application (representative product)

¥ BPR Biocidal product authorisation

[~ Use advanced settings.

©  select submission type

4. At the next step you will see components of the biocidal product, and you can check if all
datasets have been prepared using the correct TOC. It should look like on the screen shot

below. Press Next.

-&é Dossier creation wizard

Review submission types of all mixtures and substancesiactive, substances of concern, basic
infermation) that have been identified in the mixture/product.
Submission type | BPR Biocidal product authorisation

*

E]

Related Entity Type
Active substance

Related Entity

Biocidal legislation

é Hydregen peroxide / hydrogen p... |BPR Active substance information

Substance of concern

é ethanol / ethanol / ethancl / 64-1... |BPR Substance of concern

Basic info Substance

é water / water / oxidane / 7732-1... |BPR Basic infermation (substance)

e Review submission types of dataset

~
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5. At the next step give a name to your dossier. Press Finish.

-0: Dossier creation wizard

X
Administrative information: Enter additional information concerning your dossier
Submission type : BPR Biocidal product authorisation | — |

Dossier name (given by user)

Sterilagua dussierl

Dossier submizssion remark

Specific submissions

[~ The submission is an update

Delete all fields

~

6. Click “Yes” to access the created dossier

Create dossier - Dossier successfully created M

Dossier creation was completed successfully.

Do you want to view the created dossier?

In the main panel a dossier header is displayed. It contains basic information about the dossier:
name, version, dossier name given by user, main component of the dossier, legal entity (if
required by user during the dossier creation), creation date, information if the dossier is an
update and remarks.

=N X @

Dossier header

Dossier submission type
Name
BPR Biocidal product authorization
Version
bpr 3.0
Dossier name (given by user)
Sterilagua dossier
Dossier subject
Dossier subject

?; Sterilagua

Submitting legal entity
Dossier creation date/time

Tue, 19 Sep 2017 10:57:31 +0300

Dossier submission remark
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To see all components of the biocidal product in the Navigation Panel, you need to press the
plus sign next to main component of a dossier.

I? Navigation panel
Search | Components | Annotations

hd

Brﬁj BIOC_BIOCIDAL_PRODUCT / MIXTURE : Sterilaqua / 2017-09-22 | test

Sterilagua

Then, you can open each element by double click.

'I? Mavigation panel

Search | Components | Annotations

Y
BE} BIOC_BIOCIDAL_PRODUCT / MIXTURE : Sterilagua / Tue, 19 Sep 2017
El?; Sterilagua
é Hydrogen peroxide / hydrogen peroxide / 7722-84-1
; é ethanol / ethanol/ ethanol / 84-17-5
é water / water / oxidane / 7T732-18-5
ﬂ BP manufacturer / Helsinki/ Finland

------ % 3.1 both appearance / Chris Staley / study report

- % DETERMINATION OF WAPOUR PRESSURE AND FLASH POINT / 5.5

In the Information Panel the UUID of the dossier is displayed. This is an unique identifier of
each dossier. The quickest way for searching for a dossier is by pasting its UUID

(Search by ULID) . . :
(Search by UUID) in the upper right corner of the main IUCLID page.
¢ Information | i Cipboard manager  Attachments (D Modification history | [5 Annotations |gY References

Type @ Dossier

uuin | a5db779f-ca56-409d-9437-bdfc7b2B7 fbb

|D035ief uuin | a5db7T9f-ca55-408d-9437_bdfcTb2B7 fbb |

You can access you dossier also by by clicking the icon @ (to come bact to the main page of
IUCLID) and then clicking on the “Dossier” icon.

If you have several dossiers in your database, you can use Search to find the needed one.
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PART 3: Edit the product dataset

1. Come back to the main page of IUCLID by clicking the icon

2. Click on the “Mixture / Product” icon

Biocides - IT tools training 8 (18)
27.09.2017
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3. Open your product dataset (double click or right click and an option ‘Open’), select tab
TOC, and select the correct submission type: BPR Biocidal product authorisation

“|= Navigation panel

Search Annotations

BPR Active substance application (representative product)

Y Text fiter

B

E Mixture/Pr

Sterilagu:

o’ 1 Al

Select a value
o-g° 2 1denti
7@’ 3 Physics
]E* 4 Physica

- Method b

= 0Re|a? 4, Picklist
[ ic

[

I

I

x

. |Complete table of contents
] E* § Effectiy OECD harmonized templates

ji" 7 Intende{BPR Active substance application (representative product)

0@’ 8 Toxicollaeg Bincidal product authorisation ]

o 10 Envirg

o 11 Weasy
o 12 Classi
i = R

[E
£
[
[J---E* 9 Ecotoxi
£
£
[E

4. Go to section 2.3 'Biocidal Product composition’. You can see there summaries for a family,
for meta 1 and meta 2, as well as three records for the biocidal products belonging to meta
1 or meta 2. One biocidal product is missing, therefore:

v" Right click on the section 2.3 Biocidal product composition, and select an option ‘New

record’

=2 ﬁf 2.3 Biocidal product comgp
- Famity
- @ Meta 1
-3 Meta2

-@ Meta 1 Product 1
i@ Meta 1 Product 2

------ @ Meta 2 Product 1

E—Jﬁ'j‘ 2 ldentity of the biocidal product
E}-E* 2.1 Trade name or proposed trade name

3

Bl

v
~

E* 2.2 Manufacturer's development code and number of the biecidal produ

Mew summary
MNew record
Copy all to clipboard

Delete all

Expand

Collapse

- g~ 2.4 (Cf. 2.3) Formulation type anu nawre v wie wocwar provac

Plus

Minus

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



"ECHA

EUROPEAN CHEMICALS AGENCY

v" Name new record ‘Meta 2 Product 2’

----- & Meta2

----- @ Meta 1 Product 1
----- @ Meta 1 Product 2
----- @ Msta 2 Product 1

Biocides - IT tools training

27.09.2017

L‘—Zlﬁ 2.3 Biocidal product composition

----- P W0 cidal product composition.004]|

----- @ Meta1
----- ) Neta 2

----- @ Msta 1 Product 1

----- @ Meta 2 Product 1

----- @ Meta 1 Product 2

----- @ Meta 2 Product 2

I_‘—Jﬁ 2.3 Biocidal product composition

v" Fill in the composition information for this product:

Mixture/product name: Sterilaqua 2
Formulation type: AL Any other liquid

9 (18)

v" Link three components of the biocidal product. For each of them you need to link a

substance dataset (1), select a function (2), indicate an exact concentration of a

component in a field ‘Typical concentration’ (3), as explained here below. If any of
components is a substance of concern, you need to indicate it by checking in a relevant

checkbox (4).

Components A

Component flag

®

Mame

Function
- | 9

Typical concentration

-

Concentration range

- -

Remarks

[™ Substance of concern e
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To link a substance dataset, click a chain next to ‘Name’ field to open a query window,
and then select ‘Substance’ (1), insert chemical name of the substance (2), press
Search (3), select the substance (4) and press Assign (5).

"‘, Query for reference substances, mixtures, substances X

I Query type  Substance

I Chemical name hydrogen peroxide

Legal entity owner

Other name

IT system identifier

Reference substance name
Reference substance CAS number

Regulatory programme identifier

Regulatory programme -

Requlatory programme other value

Chemical name CAS number
é hydrogen peroxide T722-84-1

-

You will need to link three substances:

1.

chemical name: Hydrogen peroxide
function: active substance

typical concentration: 25 % (w/w)

You add new component by clicking on the small plus sign next to an existing
component:

Components A

]
Hydrogen ps I hydrogen p I T722-84-1, ca. 25.0 % (wiw) ~ |

@
X

2.

chemical name: ethanol

function: other: non active substance
typical concentration: 0.8 % (w/w)

[v¥ Substance of concern

Substance of concern

3.

chemical name: water

function: solvent

typical concentration: 74.2 % (w/w)
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Save the changes every time when you leave the record after having modified data.

Sterilagua

=B B | X @

You can also look at other products in section 2.3 to compare how the ready record
should look like.

v" Check if the range composition for the whole family and meta 2 is correct, and if it is
not, correct it to obtain following concentrations:

Family:

20 - 48% Hydrogen peroxide
0.5-1% ethanol

51 -79.5%  water

Meta 2:

20 - 25% Hydrogen peroxide

0.5 - 0.8% ethanol
74.2 - 79.5% water

Additional exercise 1 (optional):

You can copy an existing product record, paste it and change only the concentration
of the components and mixture/product name (you can modify all data in a pasted
document, but it is not needed for this exercise). That should be done in following
steps:

1. Right click on the selected record and select an option ‘Copy’

E—J ﬁ‘]‘ 2.3 Representative biocidal product composition
@ Famiy
@ Meta 1

@ Meta2

(@ Meta 1 Product 1
i@ Meta 1 Product 2

------ @ Meta2Pro—++
Open
- g% 2.4 (Cf. 2.3) For ire of the representati
3] 3 Physical, chemical B .. ies
JE" 4 Physical hazards ; E‘El Copy Heristics
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2. Go to the Information panel, tab ‘Clipboard manager’ and select the record you
have copied

z Information panel

# Information |l Cipboard manager | Ry Attachments (D) Modification history [25 Annotations |g¥ References

R R e

Elements of the clipboard
i~ | @ CORE/ Composition / Meta 2 Product 1/ Sterilaqua

Select all Deselect all

3. Press the first icon on the left ‘Paste selected’; the record will be pasted in

section 2.3

i Information i Cliptoard manager | @y Attachments (D M

OXIET

Elements of the clipboard
v | @ CORE/ Composition / Meta 2 Product 1 / Sterilagua

Select all Deselect all

= ﬁf 2.3 Representative biocidal product composition

----- @ Meta 1 Product 1
----- @ Meta 1 Product 2

----- Meta 2 Product 1

@ Meta 2 Product 1-copy |

4. Change the name of the record (right click > ‘Rename’), then open it (double
click) and correct data.
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Continuation of the basic exercise:

5. Go to section 7.1 and open the second record called ‘PT 3: Field(s) of use envisaged for
biocidal products and treated articles.002’ to specify that this information applies to the
biocidal product created previously. Add (1) a biocidal product ‘Meta 2 Product 2’ (2) and
press ‘Assign’ (3). Remember to save your changes.

EU_BPR / Intended uses and exposure / PT 3: Field(s) of use envisaged for representative biocidal products and treated..

BRI S (v  |[X @
Administrative data A

®

Intended uses and exposure A

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

. CORE / Composition / Meta 2 Product 1 / Sterilagua
“d Select a related item X
-
Y Fitter

CORE / Composition / Meta 1 Product 1/ Sterilagua

CORE/ Ci / WMeta 1 Product 2 / Sterilagua

CORE / Ci / Meta 2 Product 2 / Sterilagua

@ Add.

Product type
~ ELU BPR Product type [
Use(s) pattern
Use Number Use Name 3B
1.0 Weterinary

6. Go to section 12.3 and open the third record called ‘Packaging.003’ to specify that this
information applies to the biocidal product created previously. Add a biocidal product ‘Meta
2 Product 2’ and press ‘Assign’ as in step 5. Remember to save your changes.

Packaging ~
Faor a biocidal preduct famity, specify to which biocidal product(s) it applies:

. CORE / Composition / Meta 2 Product 1 / Sterilagua
. CORE / Composition / Meta 2 Product 2 / Sterilagua

7. Create a new dossier (see PART 2 above). Name it ‘Sterilaqua final dossier’.
8. Export a dossier to a Desktop:

e Select the tab ‘Search’

*|E Navigation panel

Components | Annotations

Y

B@ BIOC_BIOCIDAL_PRODUCT / MIXTURE : Sterilaqua / 2017-09-21
:I"; Sterilaqua
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¢ Right click and select option ‘Export’, then press ‘Next’

Dossier Name Subject Name Creation date
BIOC_BIOCIDAL_PRO

rﬁj J MIXTURE : Sterilagu
2017-09-21

| s
Sterilagua
+ Open

Print...
Generate report...
Export...

Delete

X '@. g o

e Indicate a location (Desktop) and a name for the exported dossier
‘product_family_IUCLID_file’. Press Finish.

“‘: Select the destination for the export file >
Look jn: | Deskiop - ¥ -
=
—
Recent tems
‘ Desktop \
J_E
m
[5 File name: product_famity_JUCLID_filg)isz m
Files oftype: | UCLID & data exchange container (.i5z) - m

e Check if your file is on the Desktop. You will need this file during the next part of the
training.

kdz

ociore

62

PART 4: Generate an SPC XML file

X
1. Come back to the main page of IUCLID by clicking the icon

2. Click on the “Mixture / Product” icon.

3. Right-click your product dataset and select ‘Generate report...".
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4. Select ‘Summary of product characteristics (SPC) report’. Press Next.

", Report generator

Report generator

Select the source of information
T Sterilagua

Select the type of report

{* Summary of product characteristics (SPC) report

(™ List of lterature references

™ List of attachments for mixtures / products (BPR})

e Reporting dialog

e

15 (18)

5. Select ‘Browse’ and indicate a location (Desktop) and a name for the SPC XML file to be

generated. Press Finish.

"‘; Report generator

Report generator

Report format

fe }ML

Destination folder and file name

Wecha\data\usersiu10134'\Roaming Profie\Desktop\Sterilagua_SPC

o Reporting dialog m

Browse...

~

6. The XML file is generated and the relevant information is extracted from the IUCLID

product dataset. The XML file opens in a browser.
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Additional exercise 2 (optional):

X
1. Come back to the main page of IUCLID by clicking the icon )
2. Click on the “Mixture / Product” icon.

3. Right-click your product dataset and select ‘Generate report...".

4. Select 'List of literature reference’. Press Next.

5. Select ‘Browse’ and indicate a location (Desktop) and a name for the list of literature
references file to be generated. Press Finish.

-@ Report generator X

Report generator

Report format

{* RTF (Office)

Stylesheet

Stylesheet Description
@ |iterature_references_customised_s...

Destination folder and file name

20101347 ing Profile\D P ilagua_literature
~

6. The rtf file is generated and the relevant information is extracted from the IUCLID product
dataset.
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1. Literature References

Table 1.1. Literature References generated from a Mixture/Product (including Literature References in

kPa).001

Substance) P
Type Section information Annex Il/lll requirement uUuiD
Biocidal product Section No. 3.1 Appearance (at 20°C and 101.3 kPa) |f219b13f-fd81,
Oe
Section Name: Appearance (at 20°C
and 101.3 kPa)
[http:Mlocalhos
Name given to the Document: inlp ?uuid=f21
Appearance (at 20°C and 101.3 7a0c56b00e]

Reference type:  |[Title: 3.1 both Author: Chris Bibliographic Testing Report no. Company own
study report appearance Staley source laboratory: SPL, |1030-2010040088 |Sasol North
unpublished Inc. 8820 -011A America, Inc. (
report Interchange Drive
Houston, TX
77054 Company stu
Year: 2010 number: T10
Remarks: no remarks in literature reference f
Biocidal product Section No. 3.2 Acidity, alkalinity 4eb07758-45
c613
Section Name: Acidity, alkalinity
Name given to the Document: [http-Mocalho
Acidity, alkalinity 001 \jnip ?uuid=4eb
-a85ad298c6
Additional exercise 3 (optional):
)

1. Come back to the main page of IUCLID by clicking the icon

references file to be generated. Press Finish.

dataset.

Click on the “Mixture / Product” icon.

Right-click your mixture dataset and select ‘Generate report...".

Select 'List of attachments for mixtures / products (BPR)'. Press Next.

Select '‘Browse’ and indicate a location (Desktop) and a name for the list of literature

The rtf file is generated and the relevant information is extracted from the IUCLID product
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Table 1.1. Attachments in the biocidal product

1. Attachments for a biocidal product/mixture

END OF THE TRAINING
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Biocidal Product Section No. 12.3 CLASSIFICATION, IUC5-7
Section Name: Packaging [LABELLING, AND d-99ce.
Packaging related (12.7 in Annex IIT of PACKAGING As
attachment BPR) established in point (b) of |[http:/l
Name given to the Article 20(1), proposals  |start/]
Document: including justification for (C5-7b
Packaging 001 the hazard and 99ce-0,
precautionary statements
in accordance with the
provisions set in Directive
1999/45/EC and
Regulation (EC) No
1272/2008 must be
submitted. Example
labels, instructions for use
and safety data sheets
shall be provided
3
Attachment name: Attachment remarks: Attachment media type: |[Attac
label png image/jpeg 20,207
Biocidal Product Section No. 12.3 CLASSIFICATION, 983d9
Section Name: Packaging [LABELLING, AND 6-30c
Packaging related (12.7 in Annex IIT of PACKAGING As
attachment BPR) established in point (b) of |[http://] i,
Name given to the Article 20(1), proposals  |start/]
Document: including justification for
N P g e [P it gl il g P
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