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IUCLID webinar é@ucLins

o
Agenda for today

Welcome and introduction Dorota Burchard-Sosnowska 12:30 (EEST)
Biocides submissions: biocidal product dataset, Dorota Burchard-Sosnowska

substance dataset, creation and navigation of a
dossier in IUCLID 6.5 (web Ul)

Preparing a dossier for Technical Equivalence Dorota Burchard-Sosnowska

Format changes relevant to Biocides Dorota Burchard-Sosnowska
Annotations, attachments and print Dorota Burchard-Sosnowska

Report generator Mark Roberts

Plan for 2021 Mark Roberts

End of the webinar ~13:30

IUCLID 6.5
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Question and answers session éi

- This time, the Q&A session is JOInIng as a
organised using Slido P
° ° participant?
« The Slido session will last until No account needed.
14:30 pm (EET) on the webinar
day

# juclidbiocides2020 e ]

* You can decide to keep your
questions anonymous

By using Slido you accept our Policy

https://www.sli.do/

« We will answer your questions
during the day

IUCLID 6.5
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WebEXx instructions @ .

9
Recordings

After the meeting, we will publish on the [UCLID 6 website
— The recording of the webinar (+ presentation)
— Questions and answers (written document)

Documentation Webinars

m System requirements

= Videotutorials IUCLID April 2020 release (12th May 2020)
" Traln_lng malerial Watch our pre—recc—rded webinar where we presem the scope oft
m Webinars

April. IUCLID is updated twice a year. The October release intrody

Verificati \
= Verification of downloads is dedicated to improvements and bug fixes.

m Learn to use the new
interface

s =BINAR

HMECHA

EUROPEAN CHEMICALS A

IUCLID 6.5



JUCLID 6. 5 release

Where to find information

« News alert published on the 28t
of October to present the IUCLID
6.5 release

* Arelease webinar took place on
Wednesday 11t of November

iuclidé.echa.europa.eu/webinars

https://www.echa.europa.eu/-
/iuclid-october-2020-release

IUCLID®6

Home IUCLID Product Download Software

UCLID = News = ICLID news

I[UCLID news

28/10/2020
IUCLID 6.5 is available

Every October, a new major release of IUCLID is published and made available to all
improvements but also changes to the IUCLID format.

The IUCLID team has implemented, in the new version of the IUCLID format, the latest change
Classification and Labelling format in accordance with the latest updates of the CLP regulatio
addition, the relevant modifications have been made to the SCIP and PCN formats in order to
submissions to the SCIP database and the Poison Centres in Europe. Updates specified by Al
to support the implementation of IUCLID in both OECD member countries. Finally, the 2019 pr
Pesticides submissions in Europe has evolved into a first official version of IUCLID for these df
group.

On the software features side, some evolutions can be noted too, particularly the move towarg
pace with the abandonment of the classic interface availability by default. There will still be a g
interface in the next months though, following the instructions published on the [UCLID websits
reducing the gap between the two interfaces, for example by proposing a more efficient way o
options.

You can access the full release notes and download the new version from the IUCLID website.
automatically upgraded the week of the release. We will hold a webinar, on the 11" of Novem

Additional information

Download IUCLID | Release notes | Format | Webinar | LinkedIin group

IUCLID 6.5




JUCLID 6. 5 release
OQIUCLlDG

User interface

« Web user interface available by default

» Classic user interface available only for some advanced functionalities, e.g users
and role managements

Access the Classic interface of IUCLID

If you need to use the classic interface to carry out some specific task that you cannot do via the web interface,
get instructions on how to open it from the link below. You will be asked to answer a short survey before getting
the instructions.

https://iuclid6.echa.europa.eu/fi/learn-to-use-

the-new-interface

IUCLID 6.5



Biocides submissions:

* mixture/product dataset
 substance dataset

e creation of a dossier

* pavigation through a dossier



Biocides submissions: BPR dossier structure
OiIUCLIDG

active
substance

biocidal
‘ product
substances 1@
are linked in '
mixture /
product BPR dossier is
section 2.3 created based on

a biocidal product
dataset

D |

é

her Dossier types:
substance(s) BPR Active substance application

(representative product)
BPR Biocidal product authorisation

IUCLID 6.5
Page 9



Mixture/product dataset — starting point of a dossier‘d

- Mlxtures 'S
Dashboard > Mixture / Products

1 = mixures (e

IUCLIDG6

Dashboard > Mixtures / Producis = Biocidal Product

= @ Blomdal Product

1%e1110a-00da-43a4-8foc-d2c3302foade

Working context: | t @

Complete table of conte

CORE {New working cont@

Select working context

CBPR Active substance application (representative product) ) E

BPR Active substance application (representative product)

BPR Basic information (mixture)

BPR Biocidal product authorisation )

IUCLID 6.5
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Mixture/product dataset — starting point of a dossier‘d .

)

Working context:  BPR Active substance application (representative product) W Draft dossier hea@

@ BPR Active substance application (representative product) @ BPR Biocidal product authorisation

Dossier name (given by user)

Dossier name (given by user,
Test dossier for substance application (g y )

Dossier submission remark i 2, 3
Dossier submission remark

Specific submissions . o
Specific submissions

m The submission is an update
. Authorisation type
Last submission number

Reason for updating product family

Further to a request/decision from a regulatory body single preduct

Spontaneous update Reason for updating

Further to a request/decision from a regulatory body

Spontaneous update

IUCLID 6.5
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Mixture/product dataset — starting point of a dossier‘d Lo

Dashboard > Mixtures / Products > Biocidal Product

=| @ Biocidal Product - @

69e1110a-00da-43a4-8f6c-d2c9302f6ade

Working context: | BEPR Biocidal product authorisation W Draft dossier header FR'EULE G

BPR Biocidal product authorisation
v 2 ldentity of the biocidal product *

1. Applicant*®

v 2.1 Trade name or proposed trade name o
2. Identity of the biocidal product*®

Biocidal Product
3. Physical, chemical and technical *  Last Modified:17/11/2020 10:39
properties®

T h [ e 2.2 Manufacturer's development code and number of the biocidal product + New v @

characteristics®
2.3 Biocidal product composition * 4+ New document
5. Methods of detection and identification®

B 2.4 (Cf 2.3) Formulation type and nature of the biocidal product & Copy from existing

6. Effectiveness against target organisms*

7. Intended uses and exposure® v 3 Physical, chemical and technical properties * 4+ New v
ghiTncigilgilogical profile for humans and 3.1 Appearance (at 20°C and 101.3 kPa) * + New Vv
9. Ecotoxicological studies*® 3.2 Acidity, alkalinity * 4+ New v
10. Environmental fate and behaviour* 3.3 Relative density (liquids) and bulk, tap density (solids) * 4+ New v

IUCLID 6.5
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Mixture/product dataset — starting point of a dossier‘d

Dashboard > Mixtures / Products > Biocidal Product

= | @ Biocidal Product

9302f6ade
Working context: | BPR Biocidal product authorisation

1 D BPR Biocidal product authorisation
E| ¢ Biocidal Product
n 1 Applicant
[¥]  2Identity of the biocidal product
E| 2.1 Trade name or proposed trade name
E| 4 Biocidal Product

2 n 4 8 European Chemicals Agency

2.2 Manufacturer's development code and number of the 3 4
biocidal product

E| 2.3 Biocidal product composition +

2.4 (Cf. 2.3) Formulation type and nature of the biocidal product

E| 3 Physical, chemical and technical properties +
E| 3.1 Appearance (at 20°C and 101.3 kPa) +

] : ® Appearance (at 20°C and 101.3 kPa).002 ]

0 5 £ @ Appearance (at 20°C and 101.3 kPa).001 L] |

____________________________________

S‘ZA-:?y Ap Farance (at 20°C and 101.3 kPa).001

3.3 Relative density (liquids) and bulk, tap density (solids)

n 3.4 Storage stability, stability and shelfife

@ GBiocidal product composition.001 4 [k

IUCLID 6
(~ ]

New table of contents allows:

access and edit a dossier header
see all outbound references of a
section, for example legal entity,
site, substance, reference
substance

create new document (+)

delete a document (bin icon)
move a document up and down
(drag and drop)

6. navigate easily throught the
sections and its content

N —

ok

see also: IUCLID release webinar (11.11)

IUCLID 6.5
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Composition of a single biocidal product @ ucLive

| D BEPR Biocidal product authorisation
|l| L Biocidal Product

n 1 Applicant

[v]  2Identity of the biocidal product

n 2.1 Trade name or proposed trade name

2.2 Manufacturer's development code and number of the
biocidal product

2.3 Biocidal product composition

2.4 (Cf. 2.3) Formulation type ant 4 Now document >

& Product
summary
composition

n 3 Physical, chemical and techn

n 4 Physical hazards and respect
@ Composition

5 Methods of detection and ider ~ (mixture)

@ None@ None

Biocidal product composition.001
UUID: 2549c99b-efc6-4ab1-98c5-38beas8b658bd

Administrative data ® None ® None

General information

Mixture/product name

Trade names < New item

Brief description

Formulation type

Components

4+ New item

# Componen.. Name Function

IUCLID 6.5
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Assign components of a single biocidal product

OdIUULIL)G

Components

‘ 4+ New item ’

# Componen.. Name Function Typical co... Concentrat.. Remarks Substance.. Generic co.. Interchang.. Standardf.. Substance.. Action

Set values X

® None @ None

MName

Function

Typical concentration

Concentration range

Remarks

Substance of concern
Generic component identifier (GCI)
Interchangeable component group (ICG)

Standard formula (SF) component

Substance generated in situ (from one or more precursors, at the place of use)

IUCLID 6.5
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Assign components of a single biocidal product

Set values

Set values

®™ None

MName

® None ® None

'1 | T i~ |

i Name &
+ Select

L

Mixture / Product
Reference substance

Substance

ke

IUCLIDG6

Select Substance

» Advanced search

Hydrogen peroxide

42 results found

B3 -

231-765-0 7722-84-1

AS Company IUC5-785b708c-a35b-4ff3-86bc-9668d ?QddA
test

European Chemicals Agency f63202ca-1a7c-4352-b615-779cef074e22 A
different active

231-791-2 7732-18-5

DBE_Company b22ede6e-e9cf-4291-baba-491ee743eelb A

IUCLID 6.5
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Create a substance directly in the mixture/product

Select Substance

Hydr (0 results found )

IUCLID 6

Create new Substance

Substance name*

® Substance name field is mandatory.

Public name
Legal entity*

® Legal entity field is mandatory.
Third party

Other substance identifiers + New item

® None @ None

® None @ None

# Flags Identifier Identity Country Relation

Contact persons =+ New item
Identification of substance ® None @ None

Reference substance
Type of substance
Type of substance

Origin

Role in the supply chain ® None @ None

Manufacturer
Importer
Only representative

Downstream user

Remarks Action

IUCLID 6.5
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Go to the substance dataset

Set values

® None ® None
Name @~

{: active substance for webinar ,

Edit active substance for webinar

Substance name*
active substance for webinar

Public name

Legal entity*
European Chemicals Agency | Helsinki | Finland | 10097
Third party

‘dlUbLIU6

& Go to sourced X

® None ® None

® None ® None

IUCLID 6.5
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Edit substance dataset in a new tab

IUCLID®G6
*, IUCLIDG X ‘3, IUCLIDG
&« e ﬁr )] localhost:8080/iuchde-web/browser/raw/SUBSTAMNCE/2f6 717 f3-b2ad -4 1ee-bf06-1466eae5ch25
@ Dynamic Case Busines.,,
New working context
Select working context
AICIS Assessment and Evaluation E
AICIS Commercial Evaluation Authorisation -
BPR Active substance information
BPR Basic information (substance)
BFR Microorganisms
BPR Substance of concern
Working context: v
AICIS Assessment and Evaluation @ @
AICIS Assessment and
1. General information* =+ New working context

IUCLID 6.5
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Edit substance dataset in a product TOC '@UCUD .

-
F,: BPR Biocidal product authorisation SompopsLE

4 Biocidal Product + Newitem

[+]
n 1 Applicant # C. N. F. T. C. R. 8. 6G. 1
[+]

2 Identity of the biocidal
product o

2.1 Trade name or proposed
n trade name o

(i) active

2.2 Manufacturer's development 2

code and number of the biocidal 1 panicy None

product ® for

dl ’ webinar

2.3 Biocidal product

E\ composition o +
@ Biocidal product i]
composition. 001 e

2.4 (Cf. 2.3) Formulation type and
nature of the biocidal product “

Note: If the arrow (marked here in red) does
not appear, make sure that a document has
been saved after addition of a new component

IUCLID 6.5




Edit substance dataset in a product TOC

D BPR Biocidal product authorisation

E| "4 Biocidal Product

n 1 Applicant
E| 2 Identity of the biocidal
product

n 2.1 Trade name or proposed
trade name

2.2 Manufacturer's development
code and number of the biocidal
product

E| 2.3 Biocidal product
composition

@ Biocidal product
composition. 001

2.4 (cf. 2.3) Formulation afpe and
nature of 1he biocidal product

D‘ BPR Biocidal product authorisation

% Biocidal Product

u 1 Applicant
E| 2 Identity of the biocidal

product

u 2.1 Trade name or proposed
trade name

2.2 Manufacturer's development .
code and number of the biocidal

product
E| 2.3 Biocidal product o
composition
E| @ Biocidal product i
composition.001

& active substance for
" webinar

2.4 (Cf. 2.3) Formulation type and
nature of the biocidal product

‘dlUbLIU6

IUCLID 6.5
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Edit substance

D BPR Biocidal product authorisation

E| "4 Biocidal Product

n 1 Applicant
E| 2 Identity of the biocidal
product

n 2.1 Trade name or proposed
trade name

2.2 Manufacturer's development
code and number of the biocidal
product

E| 2.3 Biocidal product
composition

@ Biocidal product
composition. 001

2.4 (cf. 2.3) Formulation afpe and
nature of 1he biocidal product

dataset in a product TOC

D‘ BPR Biocidal product authorisation
|l| % Biocidal Product

u 1 Applicant

2 |dentity of the biocidal
product

2.1 Trade name or proposed
+ u trade name

i] E 2.2 Manufacturer's development
code and number of the biocidal
product

E| 2.3 Biocidal product
composition

| E| @ Biocidal product

composition.001

2.4 (Cf. 2.3) Formulation type and
nature of the biocidal product

active substance for
webinar

|

2.3 Biocidal product +

‘dlUbLIU6

composition

@ Biocidal product
composition.007

&

=

active substance for
webinar

1 Applicant

2 Identity of the
substance

3 Physical and e
chemical properties

4 Physical hazards and
respective
characteristics :

5 Methods of @
detection and
identification

6 Effectiveness +

against target
organisms

IUCLID 6.5
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Edit substance dataset from a product TOC

OdIUULIL)G

9
5 Methods of @ Working context: | BPR Biocidal product autherisation v
detection and
identification -
W 2.3 Biocidal product
I_l composiﬂonp + @ None@ o
[v] @ Biocidal product ] Methods of detection and identificz
composition.001
o UUID: 02dd80ca-0633-4f84-8d88-152a090cab89
‘L| active substance for L. )
webinar Administrative data ® None ® Nor
5 Methods of )
detection and 1 Applicant Endpoint
> 2 |dentity of the analytical methods
+New document > Bl substance
n (7 ] ﬁ'-.nalg‘lical 3 Physical and -y =
methods chemical properties
_ 4 Physical hazards and Type of information
[ ﬁ'-.nalg‘llcal — respective
methods characteristics

[<]

]

5 Methods of +
detection and
identification

® Methods of fi
detection and
identification.001

6 Effectiveness +
against target
organisms

7 Likely tonnageto
be placed on the
market

Adequacy of study

Robust study summary
Used for classification

Used for SDS
Study period

Reliability

IUCLID 6.5
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Composition of a biocidal products family @ ucLios

Working context: = BFR Biocidal product authorisation

1 2.3 Biocidal product composition
2@ 19 Family

& water

Fh solvent

(éomn

é- Hydrogen peroxide

Meta 1

[<]

©

“'- water
"' solvent

é Hydrogen peroxide

@

Meta 2

<

"‘5 solvent
‘l water

] Hydrogen peroxide

<

Meta 1 Product 1

“- Hydrogen peroxide
"- solvent

& water

Meta 1 Product 2

Meta 2 Product 1

T & Hydrogen peroxide

Q
|

0 2

1 Applicant

2 |dentity of the active substance

2.1 Common name and synonyms

2.2 (Cf. 2.1) Chemical name (IJUPAC and CA
nomenclature or other international
chemical name(s))

2.3 Manufacturer’s development code
number(s)

2.4 (Cf. 2.1) CAS number plus EC, INDEX
and CIPAC numbers

2.5 (Cf. 2.1) Molecular and structural
formula (including SMILES notation) :

2.6 (Cf. 2.1) Information on optical activity
and full details of any isomeric
composition

2.7 (Cf. 2.1) Molar mass

2.8 Method of manufacture (syntheses
pathway) of the active substance

2.9 specification of purity of the +
active substance as
manufactured

n Specification on purity of the i
active substance as
manufactured.001

IUCLID 6.5
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Links between the documents: composition record @
IUCLID®G6

)

Documents linked to the biocidal product composition record
- inbound reference(s)

» Location of manufacturing plant(s) =
(section 1.3.1) (Cromarsmoraeees | ’
* Intended uses and exposure e
(section 7.1)
 GHS (section 12.1)
« Packaging (section 12.3) .

erilaqua 9e7{8479-76f6-34be-8786-2f4a78d91d2 ||

Packaging.001

u IUC5-7b0ca858-0670-4add-
Sterilaqua 99ce-0f3d687f9fca
Related mixture/product

S e R e G} % PT 2: Field(s) of use envisaged for biocidal products and treated articles.001

—

.’Meta1 Product 1 steril IUC5-ba22e399-7f9d-4b1a-
. - erilaqua ac8c-65f2f9457fca

=+ Select

. .\n.n’
| YWiew the inbound references

Location of manufacturing plant(s).001

location of manufacturing plant(s)

Sterilaqua e1577491-58ad-4f2f-82fa-f2eefe02eebs

composition

IUCLID 6.5
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Links between the documents: meta SPC d i

9
Documents linked in the meta SPC (composition summary)

» GHS (section 12)

v| 19 I
[¥] 19 Metar * Intended uses and exposure (section

7.1)

Meta SPC .

- « Measures to protect humans, animals
Oﬂepresents Meta SPC composition and the environment (section 11)

l « Summary and evaluation (section 13)
Meta SPC

+ Represenis Meta SPC composition e ————

Classification and labelling {Classiﬁcatinn and labelling

=+ Select
Authorised uses L oo

Instructions for use and measures to protect humans, animals and the environment

Summary and evaluation

IUCLID 6.5

26



Links between the documents: meta SPC

OdIUULIL)G

o
Documents linked in the meta SPC (composition summary)
| 19 —
|—| ) Mt |l| 2.3 Biocidal product composition +
Meta SPC 19 Famiy il
v Represents Meta SPC composition [v] 19 Meta ]
Classification and labelling n & i
GHS.001

é‘- solvent

@ :

IUCLID 6.5
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Links between the documents: Intended uses d
IUCLID 6

9

Documents linked in the Intended uses and exposure (section 7.1):

» Target organisms (section 6.1)

« Packagings (section 12.3)

» Application methods (section 7.6) -

« Measures to protect humans, animals L) Yoo
and the environment (section 11) (V] Biociaal sobaucrs and resuad aricies

|T| @ PTZ Field{sg of use envisaged for [
— £ biocidal products and treated
articles.001
Target organisms
Function and mode of control.001 @ Measures to protect humans,

animals and the environment.007

Packagings ® packaging.001 W

bottle | = 5<=10L
ﬁ
Application methods n ® \eta 1 Product 1 ]

PT 2: Method of application and a description of this method.001 ® Function and mode of control.001 i

Instructions for use and measures to protect humans, animals and the environment _ —
_ _ @ PT 2: Method of applicationanda
Measures to protect humans, animals and the environment.001 description of this method.001

IUCLID 6.5
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Creation of the reference document

IUCLIDG6

...at the moment of linking (example of section 7.1)

Create new FLEXIBLE_RECORD.Packaging

Fa{:kagings ® None@ Nene

Administrative data ® None ® None

bottle | > 5<=10L

Packaging

If relevant, specify to which product(s) it applies:
Type of packaging in contact with the product (container type)

Size of packaging in contact with the product (container size) = New item

Select existing document @ b Material of packaging in contact with the product (container material)
Compatibility of the product with the packaging materials proposed to be in conts
Packaging.003
Further description of the packaging in contact with the product
Sterilaqua uuID 30cbh52ae-bf21-41ee-be76-9756055a2177
Safety features of the packaging
Packaging.002 Description of the secondary packaging (not in contact with the product)
viixture / Product Sterilaqua uuID 983d9b24-3b50-43a8-89b6-30c9b58e543b
Packaging related attachments 4+ New item
Packaging.001 # Type of attachment Attached document Remarks
Additional information on packaging
i Sterilaqua uuID IUC5-7b0ca858-0670-4add-99ce-0f3d687f9fca

IUCLID 6.5
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Dossier creation

Dashboard > Mixtures / Products > Biocidal Product

= @ Biocidal Product

69e1110a-00da-43a4-8f6c-d2c9302f6ade

Working context: | BFR Biocidal product authorisation

O BPR Biocidal product authorisation

Dossier name (given by user)
Biocidal Product

Dossier submission remark
Submission for the purpose of IUCLID webinar
Specific submissions

Authorisation type

single product

The submission is an update

advanced
settings

==

‘dlUbLIU6

)

Draft dossier header ‘ [& Create dossier |

Working context has to be indicated

Dossier header information drafted
earlier will be used

Advanced setting available

Existing validation rules (related to
product composition) are checked
automatically

Create dossier X

0 Dossier creation was completed successfully.
Do you want to open the created dossier?

CIOSE m

IUCLID 6.5
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Dossier creation

IUCLIDG6

Validation of data during dossier creation

Create dossier X

You have 1 Submission rules which require fixing.

We highly recommend you fix these errors before creating and
submitting your dossier.

Continue with dossler creation ‘ View/fix errors '

Validation time: 18/11/2020 10:54 & Re-validate # Edit dossier settings [X] Export to Excel

; Validated entity: Biocidal Product
Validation scenario:  SC0201 - BPR Biocidal product authorisation

¥ Submission checks [[J  ® Quality checks

Business rules Completeness check rules

o

The selected Biocidal Product dataset is not valid for creating a BPR Biocidal product authorisation
dossier. A valid Biocidal Product dataset for this dossier type must contain at least one component with
the function ‘active substance’ and a linked substance dataset. If there is more than one component with
the function ‘active substance’, a relevant substance or mixture dataset must be linked to each one.

IUCLID 6.5
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Dossier search
‘dIUbLIU6

Basic search for a dossier

= | Dashboard C: e

Guided dossier Import IUCLID file(s) @ Overwrite settings : | If newer than existing[v
—L preparation
il

Substances

w 43

Drop file to import or = Browse

( \ Elxéures Advanced import

Articles

0

Dashboard > Mixtures / Products

= Mixtures / Products ()

search by dossier 3
Q name, product name, Datasets
and submission type

» Advanced search

7 results found ~
Sort by Newest first w

IUCLID 6.5
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Dossier search

Advanced search for a dossier

Dashboard > Mixtures / Products

= | Mixtures / Products

» Advanced search

7 results found

¥ Advanced search

¥ Dossier name o

¥ Dossier Submission Type o
¥ Subject name o
¥ Submitting Legal entity Name o

¥ Substance in Mixture

Substance name

CAS Number

Inventory Number

IUPAC Name

) o

Datasets [LLI

Sort by Newest first w

IUCLID 6

o ¥ Mixture in mixture name

¥ Identifiers

¥ Trade name

o ¥ Modification date o

From (dd/mm/yyyy) a

To (dd/mm/yyyy) o}

IUCLID 6.5
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Navigation through the BPR dossier

IUCLID 6

Dossier view

Dashboard > Mixtures / Products > Sterilaqua

c c dossier other dossiers product dataset
= 0 Biocidal Product e for this product (only applicant)
aad uuiD
- -
| B BPR Biocidal product authorisation E View Dossiers  J Go to source>
@ T sterilaqua i UUID: aa43 £60-4a49 o @

J i Dossier Submission Type ,/ J
Vi

- . y - Dossier name (given by user)

I B ermocs st seren dossier submission Biocidal Product
[ € sterisque subject type (dossier Version
n 1 Applicant type) bpr 6.0
& IETE;‘T:I‘“ o the ol S:E?é?:l?dnary:]oz“t authorisation modification
2.1 Trade name or proposed P history annotations

-

E‘ ® PT3: Fieldﬁs) of use envisaged
for biocidal products and treated
articles.002

@ PT 3: Method of application

and a description of this
method.002

B ® Meta2Product1

n ® Meta 2 Product 2

trade name

2.2 Manufacturer’s development
code and number of the biocidal
product

2.3 Biocidal product composition

H ° mmiy

&

9 Meta1

& water

) Hydrogen peroxide
& solvent

® eta 1 Product 1

L] GHS.001

® eta 1 Product 2

T

- El 12.3 Packaging (12.7 in Annex Ill
"1 of BPR)
El L] Packaging.001
B ® veta1product

\Zl ® Packaging.002

B ® wetaproduct2

Dossier Subject

Dossier Subject
Sterilaqua

Submitting Legal Entity

Dossier creation date/time
2020-11-18T12:04:29.332

Dossier submission remarks

Specific submissions

Authorisation type
product family

The submission is an update
Last submission number

Reason for updating

Further to a request/decision from a regulatory body

Number

Spontaneous update
Justification

IUCLID 6.5
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Preparing a dossier for Technical Equivalence




Dossier for a Technical Equivalence

oilucuos

Dossier made based on a substance dataset

active
substance

é

Technical
Equivalence
dossier is created
based on an
active substance
dataset

Dossier type:

BPR Technical Equivalence

IUCLID 6.5



Dossier for a Technical Equivalence @
IUCLIDG6

9
Simplified table of contents

Working context:  BPR Technical Equivalence W

[

Applicant

2. ldentity of the active substance

3. Absorption spectra (UV/VIS, IR, NMR) and a mass spectrum, molar extinction at relevant

wavelengths (document form the section 3.6 of BPR Active substance information)
4. Methods of detection and identification
5. Product type(s) (based on 7.1 of BPR Active substance information - custom definition applied)
6. Toxicological profile for humans and animals
7. Ecotoxicological studies
8. Environmental fate and behaviour

9. Summary and evaluation (based on section 13 of BPR Active substance information - custom

definition applied)

IUCLID 6.5
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Dossier for a Technical Equivalence

IUCLIDG6

Example of a customised document

Working
BPR Technical Equivalence BPR Active substance information
context: q
Summary and evaluation.001 1] (@ [® HKctive substance related information
UUID: d7791194-137d-4cec-9971-d60fe8cd55d3

Identification of any substances meeting the requirements listed in point

Administrative data ® None @ None 11.10 of Annex Il to BPR

The source of substance is the same as was evaluated for inclusion in the
Reports and administrative information Union list of approved active substances

Summary and evaluation The source of substance is considered equivalent to the Union list of

approved active substances source.
4+ New item
If yes , technical equivalence decision number
# Type of report Attached docu... Remarks Action
The substance is a candidate for substitution
Discussion

The substance has endocrine-disrupting properties
Active substance related information
The substance is a candidate for substitution Biocidal product related information

Indication on the need for the biocidal product to carry the biohazard sign

The substance has endocrine-disrupting properties specified in Annex Il to Directive 2000/54/EC

Other information relevant for the Summary of the biocidal Product
Characteristics

Biocidal product related information + New item

# Authorisation number Remarks Action

IUCLID 6.5

38



Dossier for a Technical Equivalence

IUCLID6
Dossier header and dossier creation
Dashboard > Substances > test substance for technical equiva...

= @ test substance for technical equivalence - @

f63202ca-1a7c-4352-b61 5-77%cef074e22
Working context:  BPR Technical Equivalence v [Z] View Dossiers

@ BPR Technical Equivale@ o UUID: dafdsdbf-66f0-43d1-9306-b26387 i o %
|z| &  test substance for technical equivalence Dossier name (given by user)

[“] 1 Applicant .
T Dossier submission remark

1.1 (Cf. 2.1) Name and address

1.2 (Cf. 2.1) Contact person

Specific submissions
|T| 1.3 Active substance ED +
o M The submission is an update
: @ Active substance i
: manufacturer.001
Dashboard > Substances > test substance for technical equiva...
= @ test substance for technical equivalence - @
f63202ca-1a7c-4352-b615-7/9cef074e22

Working context:  BFR Technical Equivalence v 3 View Dossiers & Validate

IUCLID 6.5
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Dossier for a Technical Equivalence "i
IUCLIDG6

Practicalities on submission

1. There is no need to resubmit a dossier only because of the format change

2. If the dossier has to be resubmitted, the new dossier type has to be used, if not the file fails the
file format check in R4BP 3

* reuse your active substance dataset and change its working context to BPR Technical
Equivalence

» correct those parts of the dataset that have been requested in the resubmission task
« create a dossier based on substance dataset
3. Forinitial submissions the new dossier type has to be used

More information:

Application instructions: How to submit an application for
technical equivalence and chemical similarity

IUCLID 6.5
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Format changes "i
IUCLIDG6

Format changes most relevant to biocides

» Links between documents slightly modified to ensure compatibility between
IUCLID and SPC Editor

« Several OHTs updated, for example 50-2, 88, 89
» Guidelines added in several documents, including those for microorganisms
» Reference section 8.13.1 (Cf. 8.13.6) Phototoxicity replaced by the section

containing a newly created document (OHT 66-3 In vitro phototoxicity) and a
summary

To learn more about format changes in I[UCLID latest version, please see:

* |UCLID release webinar (11.11)
» https://iuclid6.echa.europa.eu/fi/format

IUCLID 6.5




Format changes @ i

)

Format changes most relevant to biocides (mixture composition)

» Blocks Impurities and Additives removed from a mixture composition and
migrated to Components

» Function picklist updated with phrases: precursor and not applicable

» Check box in the Components reflecting that an active substance has been
generated in situ

Components
+ New item
# Compon... Nam icalc.. Concen tr... Remarks Substan... Generic ... Intercha... Standard.. Substan... Action
Substance
This generated
ity i bt in situ
i impurity is 3
, impurity Substance ~ Generic Inteichangeatie, andand (fromone
an component formula
substan: . of identifi component (SF) or more
unreacted  goncemn I(Gecnl)l e group (ICG) component  PTECUTSOTS,
precur. P at the
place of
use)
v
Substance
Hydrogen generated
peroxi de | z in situ
hyd actin Substance Generc Interchangeable Stancard (from one [i]
2 ydrogen ca. 2 component formula
substance of identif componen SF) or more
peara de | concermn el group (ICG) ( precul
7722841 (scn component | oy e

place of

Se)

IUCLID 6.5
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Format changes @
oluu_lu6

Format changes most relevant to biocides (substance composition)

* New text template added in the field Description: Option 5: Method of
manufacture (biocides)

Specification of purity of the active substance as manufactured.001

UUID; 42c94bdf-b7f1-4dbf-9194-9256d5a632a5

Description A, Insert existing templates v’

DESCRIBE THE SYNTHESIS PATHWAY

- Chemical reactions taking place: |

- Starting materials and their ratios:

- Intermediate steps, solvents and constituents/intermediates generated in the
synthesis etc,

- Process conditions (e.g. T, p, etc.):

- Methods of extraction and purification:

IUCLID 6.5
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Attachments to the predefined fields

Dataset

Summary and evaluation.001
uuID:

Administrative data ® None ® None

4749

Reports and administrative information

Summary and evaluation @®v

# Type of report Attached document Remarks

Set values

Type of report
draft risk assessment

Attached document@"

Remarks

Set values

Type of report
draft risk assessment

Attached document
draft_risk_assessment.docx

Remarks

Action

Dossier

IUCLID 6

Reports and administrative information

Summary and evaluation

# Type of report

1  drafi risk assessment

Attached document

drafi_risk_assessment.docx

from: blob:

®) Open with!
O Save File

Opening draft_risk_assessment.doox X

‘Vou have chosen te open:
T3] draft_risk_assessment.docx
which is: Microsoft Word Document (21.0 KB)

What should Firefox do with this file?
Microsoft Word (default) v

[ Do this automatically for files like this from now on.

IUCLID 6.5
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Attachments to the whole record / endpoint @ ucLins

] 9
Dataset Dossier
" 1 UUID: d746fc41-c140-4a3b-9c75-4a64
Endpoint study record N ‘ " Attachments o
LD dTAGfedT-rT1 AN 453 Qe TE AnBARAAAS AR @ None@ None
UUID: d746fcd41-c140-4a3b-9c75-4a6484dd5cBe gy o document_appearance.docx
I
Administrative data B Noie. B e n Administrative data @& p. e o
Endpoint Attached document is an additional....
Endpoint appearance / physical state / cf
appearance / physical state / colour Type of information
l Adequacy of study
X
Attachments
[, Upload file

No files added

l

0 X
Attachments
[ Upload file
document_appearance.docx (G |
o > 4
Remarks

IUCLID 6.5
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Annotations (Competent Authorities)

ﬁ BPR Biocidal product authorisation
| "'," Biocidal Product UUID: 60e1110a-00da-43a4-8f6c-d2c0302f6ade

Mixture/Product name
Biocidal Product

« Competent Authorities can create annotations on the
whole dossier and on the specific documents; an
annotation relevant to a whole dossier will be displayed

in the section 2.1
« Competent Authorities can export annotations:
v’ as a zip file containing annotations — to be later
imported to a database containg an original
dossier

v together with the whole dossier — to be imported to
a database which does not contain an original
dossier

« There is a new field added to an annotation: Annotation
Type

E View Dossiers & Go to source= & Validate

“ ‘ % G

‘dlUbLIU6

<
X

2 Create document PDF

@ Create component PDF
=

Compare

E - Generate report

E» Dissemination preview

Annotation type

communication with applicant
evaluation
internal

other:

IUCLID 6.5

48



Annotations (applicant) ‘@ 6

* Annotations received from the Competent Authority can be imported to
the original dossier

« Orphan annotations are not displayed — technically, an annotation can be
imported, but if there is no original dossier, will not be displayed

* The whole dossier can be imported together with the annotations, if the
original dossier is not in the database

« All the annotations imported to a dossier are displayed in the relevant
documents (sections)

» Currently, annotations are not available for datasets - we will reintroduce
this feature as soon as possible and no later than the April 2021 release

IUCLID 6.5
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Prlnt dlUbLIU6

9
Print of a dataset
*) Create PDF Is expected to print the main document with all its

section documents (for example a mixture dataset; an
active substance will be listed as a reference)

to print an active substance you need to access and
active substance in the table of contents, and select
Create PDF once more

Dashboard > Mixtures / Products > Sterilaqua

= | @ Sterilagua )
IUC5-b5178ef2-cBbe-4c55-9cf8-896929L8b2{5
. ed ) Create
:?g:.:;‘::tg BEPR Biocidal product authorisation P m o R
: 9 & .
B i® veta2 g Hydrogen peroxide sl
v : @ UuID: IUCS-785b708c-a35b-4ff3-B6bc- t
|L| Meta 1 Product 1 ] 0668d72dd0?
~
(ﬂ & Hydrogen peroxide) Substance name*
Hydrogen peroxide
& :
u Al Public name
‘ water :

IUCLID 6.5
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Print

'JIUKJLIUG

)

Print of a dossier

Create document PDF - is expected to print only the single document
content and references (the document currently displayed)

Create component PDF - is expected to print the main entity to which
this document belongs, in this case a product dataset and documents
(an active substance will be listed as a reference)

= @Biocidal Product

'_L Export to ibz

£ BPR Biccidal product authorisation E_: Export annotations to i6z |
|n T sterilaqua UUID: IUC5-b5 —9:5-';--:3:-:--_--:5:‘:-;.:-‘3-5-;59:(r.j.‘ Create component PDD
th
Mixture/Product name ) Create document PDF
Sterilaqua B Compare
Public name

|=, Generate report

Legal entity owner Q Dissemination preview

IUCLID 6.5
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Print

dlUbLIUG

Print of a document

Create document PDF - is expected to print only the single document
content (and its references)

Dashboard > Mixtures / Products > Sterilaqua

o SJ-['e-urI'la q u_a c55-0f8-806070 il o

[w) Create document PDF —
Workin CZ _ _
g

BPR Biocidal product authorisation

Il

context: ,t‘* Create component PDF
S . ~
[v] 3 Physical and + ® None® None
. chemical
roperties 5
et Appearance.001 i| (@] |®
v 3.1 Appearance + UUID: 25e317ed-556e-4ac8-
e bbf2-99ch3fccic2e
| n ® Appearance0o1 B Administrative data ® None ® None ~
: 3.2 Melting
point / freezing + Endpoint
point

appearance / physical state / colour

IUCLID 6.5
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Report Generator

OdIUULIL)G

The IUCLID user community who use IUCLID to manage Biocides’ data are heavy
users of the IUCLID Report Generator.

* The Report Generator comes with a number of in-
built reports to help users view I[UCLID data in
another format, such as CSV, RTF (Word), or PDF

+ These reports typically help users to:

Quality check the content and existence of
specific data, such as attached literature
references

Support the creation of larger assessment
reports, such as the Product Authorisation
Report under BPR

To provide an overview of the data about to be
submitted

As an archive of what data has been
submitted (used in conjunction with the Print
PDF function)

Select the type of report
a!t Export to i6z

1,
ﬁiu Assessment entity summary report for nanoforms [HTML] B Create PDF

E Generate report

Chemical safety report (CSR) [XML] %7 Clone @

- ﬂ‘ Copy data from ...
Chemical safety report (CSR) [PDF]
N .
| (@rF) Chemical safety report (CSR) [RTF]
Y
Composition of a substance for inquiries (REACH) [CSV]

GHS and related composition information [PDF]

EiH GHS and related composition information [RTF]

Generate
reports in the
web interface

—
nril) Inbound references

T
I (z7r) List of attachments for substance

Literature References csv report for substan H
(from April
|[idl“ Literature References report for substan 20 1 9)
“»>

IUCLID 6.5
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Reports for Biocides’ users

IUCLID 6

1. Attachments for a biocidal product/mixture

Typlca”y, the most frequent reports used are: Table 1.1. Attachments in the biocidal product

Biocidal Product Section No. 3.3 Relative density (liquids) and bulk, tap |0cb311e8-147f-4f97-96a3-4d66b9aac
Section Name: Density density (solids) d16
Attached background material in Name given to the Document:
. . Endpoint study records Density.001
*  Summ f Product Ch teristics (SPC
u a r'y O ro u C a ra C e rl S I CS Attachment name: Attachment remarks: Remarks for the attachment: remarks |Attachment size:

attached_background_material_doc.d on background material doc 33,269

« XML -

Biocidal Product Section no. 3.3De - I:el%ve( del::isil)y (liquids) and bulk, tap 3‘171;31 1e8-147f-4f97-96a3-4d66b%aac
H H H H Section Name: Densi len (solids)
« Confidentiality Report (BPR Article 66) At scson o e oo osumen

<?xml -version="1.0" -encoding="UTF-8" -standalone="yes" ?>
° RT F/P D F/‘ SV Attachment name: Attachment remarks:

attached_justification_doc.docx

« Literature References report e e T
° RTF/PDF <n=4:SPC . xmln=:na2="http: / /www.w3.orq/2000/09 xmld:it.:ﬂ“

http://www.w3.org/1999/xhtml" -xmlns:na4="http:

* An expanded CSV version of this report
is also available

<representation>en<

« Attachments report </nssiiongs
° CSV/RTF = | [ New~  EOpen [ Save
* Annotations report

<ns4:ProductInfox>
<ns4:FormulationType -code="!
b RTF/PDF BR-Briguette -</ns4:Formulati
<ns4:Composition-¥xmlns:xsi="http://www.w3.org/2001
"n=4:ProductCompogitionType">

1. Literature References

Qable 1.1. Literature References generated from a Mixture/Product (including Literature References in any linked Substance)

Author(s) Year and |Annex /1l IUCLID Title and Report | Type of Source (where different |GLP Data
Report qui publicati from ) and Protection
date and IUCLID name Study sponsor Claimed

section (Yes/No)

Author: Ohlson, |Year: Annex /Il IUCLID Title: Study for Type of Source: Journal of No

Klas 2006 requirement: | Document melting point publication: biocidal science

No Annex Il name: Melting study report
requirement point / freezing ' Report no. 213-324 Company Owner:
point.001 Sponsor
IUCLID Section
No. OECD
\ numbering (2)

IUCLID 6.5
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Building your own reports @ ucLos

)

IUCLID reports can be created and customised by any user. If you wish to customise
your own report, the IUCLID Report Manager permits you to upload your report for
generation from a dataset or dossier — see the Report Generator

~ .
wLreating your own reports Home IUCLID Product Do

¥ Creating your own reports

To enhance the accessibility of customising your ——
own reports, a new modular approach to Modular approach to reporing UELID Procuct Report generator
creating reports has been started. * Moduaraproac o eporng

m Planned releases

IUCLID 6.5 comes with a set of modules which can be easily re-used to m Template manager (ITEM) format such as PDF or RTF,
modules encompass the major robust summary studies and endpoint st u Data validation variety of business processes
ion and labelling 1, physical-chemical st a = Report generator IUCLID 6 datasets and dossie!

1 H 1 H ata
The ‘Modular Approach to reporting’ section of s My repo st rec 1
Here is a short video on how the modular approach works. The video gi Report Generator. The main

the Re port Generator Webpage provides: include, as an example, the module for environmental hazard assessme here.

aquatic algae in a main report template.

The modules which are currently available and are compatible with IUCLID v6.5.1.2 are found here.

[ ) A h rt i d h th d I p p h The available modules have been mapped to the current Chemical Safety Report (REACH) to help yo

S O VI eo O n OW e mo u a r a roaC understand the layout and presentation of the different studies and summaries. The mapping is ordere:
works

. . An example report template of how to use the common modules can be found here. The example can

[ The modu IeS Wh ICh are avallable to re_use generated from a Substance or Mixture entity, and has a different output depending on which enfity yor

generate from and what data you have available in the IUCLID you use to generate the report, see the

CSR chapter, and each one can be expanded and collapsed. You can find the mapping here

of contents below. To upload the reports, see the above section on 'Uploading your own reports’. The

* An elaboration of all the modules and what

data can be extracted with them by
comparing the modules to the REACH H
Chemical Safety Report

* An example Report Template which re-uses httpS'lliucIidG echa
the modules ’ ’

.europa.eu/reports

IUCLID 6.5
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Plans 2021 (web interface) @ ucuns

9
. - -0; Legin bd
Web interface for advanced chemical management :
« The web interface is now comparable to the classic interface with "el UCLID6
regards the features each interface shares
* The classic interface will remain available for the leftover e S

advanced features until April 2021

=

| —]

* Remaining classic interface features to be implemented in the web interface
in 2021 are: -

— Full User and Role management
— Report and Inventory manager

— Data editing features (ordering repeatable block items, bulk deletion
of documents, improved cross-reference search, indication of existing
annotations/attachments)

Welcome back!

Please login by entering the information below.

*  New features coming in 2021:

— Transfer annotations between dossiers (this replaces the ‘show all
versions’ of annotations in the classic interface)

— Simplified Classification and Labelling document for all submission 3
types L N

IUCLID 6.5
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IUCLID 6

Plans 2021 (Summary of Product Characteristics) @

)

In [IUCLID 6.5, the new SPC working context took advantage of the customisation
possibilities in IUCLID. The SPC working context contains a Table of Contents and
IUCLID Documents reflecting the SPC Editor table of contents and forms

In 2021 we will maintain the compatibility between the
SPC Editor and IUCLID, with regards:
* Permitting the import of an SPC XML file into
IUCLID
» Ensuring the IUCLID SPC working context
and custom views continue and develop to
reflect the SPC Editor forms

, '%I UCLIDG
Working context: | BPR Ssummary of product characteristics (SPC)

é C Edifor

CiNew~ || B0Open  ®Save  @Information || [ PreviewSPC |~ | &ImportXML @ Compare SPCfles | [&SPC version convertor

@ Expandall || @ Collapse all i
[ BPR Summary of product charscleristics . prOdUCt X Belgium French
£ (SPC) Summary and evaluation.001
T NANSA EVM 70/ 2E (2017 formulation) UUID: 87c3eb91-6638-4470-9906-828f 1efbf618 ~ product X A©
n Biocidal product manufacturer Other Information Product information A Other information
Other information
i S H & P statements o
u Identity of the biocidal product o Format Tanle
i i i = = = = Authorised uses
u Classification and labelling + B/ US X x =i===m v A A©®
Authorised uses + Paragraph A-B-E=E=E I use A©
Target organisms + Other information provided here (and can be formatted) Directions for use A
> | m::nfgigfn:‘;glrizzgon T + Administrative information A
Measures to protect humans, 4L I
animals and the environment
Other information e
| © summary and evaluation 001

Inherited templates

IUCLID 6.5
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Plans 2021 (Validation assistant) ,q:www

In 2021 we may expand the set of validation rules for certain Biocidal working contexts’

Benefits of validation rules
Validation rules will support registrants to comply with "
the information requirements of the BPR regulation e n e I S

Re-use of existing rules

Existing validation rules used for substances can be
re-used, and can be applied for example, to the BPR
Technical Equivalence working context (which is
substance-based)

Re-use of existing rules

Reviewing the use of validation rules
Currently, the addition of more validation rules to the

BPR worlflng contexts’ is urjder review, and |f. Use of Validation
progress is made, ECHA will provide information on ,

the rules and the working context(s) they apply to in rules under review
due course

IUCLID 6.5
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Thank Lou for Your participation

echa.eu iuclidé.echa.europa.eu oecd.org/ehs/templates
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