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INTRODUCTION

The purpose of this guide is to assist in the preparation of product and process
orientated research and development (PPORD) dossiers using IUCLID 5.

The guide assumes that IUCLID 5 has been installed and that you have a user
account assigned to the Legal entity created during the installation of IUCLID 5. If
IUCLID 5 has not yet been installed, please consult the IUCLID 5 web site
available at http://iuclid.eu. In this web site, you can download the software free
of charge, and also find more comprehensive guidance about the use of IUCLID
5.

This manual provides a stepwise approach for the preparation and submission of
a PPORD notification dossier:

Step 1: Creating the Legal entities of the PPORD notifier and its customer(s)
(see Section 1 of the manual)

A

Step 2: Creating the Reference substances related to the PPORD substance
(see Section 2 of the manual)

Step 3: Creating the Substance dataset for the PPORD substance
(see Section 3 of the manual)

A

Step 4: Entering information on the substance and the PPORD in the Substance dataset
(see Section 4 of the manual)

4

Step 5: Creating a PPORD notification dossier
(see Section 5 of the manual)

4

Step 6: Exporting the PPORD dossier from IUCLID 5
(see Section 6 of the manual)

A

Step 7: Submiting the PPORD dossier to ECHA via REACH-IT
(see Section 8 of the manual)




1. LEGAL ENTITIES

The “Legal entities” are used in IUCLID 5 to provide contact details on the
companies involved in processes under REACH. For the case of PPORD
notifications, it is necessary to define the Legal entities of the notifier and its
customers.

There are two types of Legal entities that can be created in IUCLID 5:

- “official” Legal entities, created on the IUCLID web site, for which a central
management of company identifiers (UUID) is available: it enables to
subsequently identify the company in a unequivocally manner. In general
companies owning and/or submitting the data or the dossiers should be
official Legal entities;

- “non official” Legal entities, created directly in IUCLID 5 for which there is
no central management on the IUCLID web site of company identifiers.
These should be used only in cases where an unequivocally identification
of companies is not critical, e.g. for reporting information on a non EU
manufacturer. It is however recommended to use as much as possible the
“official” Legal entities obtained from the IUCLID web site or directly from
the companies owning them.

For exemption under REACH due to PPORD the manufacturer or importer or
producer of articles must notify the European Chemicals Agency (ECHA) of
certain information, in particular his own contact details and those of his
customers. Therefore you will be required (if you have not already done so) to
create, on the IUCLID 5 web site, an official Legal entity for the PPORD notifier
(either the manufacturer or importer or producer of articles for the substance on
which the PPORD activity takes place). For the PPORD customers, it is
recommended to also get from them or create on their behalf on the IUCLID 5
web site official Legal entities for a better management of the contact details.

The creation of an official Legal entity takes place during the installation and
downloading of IUCLID 5 (for more details on how to download and install
IUCLID 5 refer to http://iuclid.eu). Additional official Legal entities can be created
in the IUCLID 5 web site and imported into your IUCLID 5 installation. If the
official Legal entity you wish to link to the substance is a different Legal entity as
the one specified during the IUCLID 5 installation you will need to create this
official Legal entity.

Creating additional official Leqgal entity

» Go to http://iuclid.eu. Click on the “Get IUCLID 5” tab and sign in with your
username and password. You will then see the following screen:
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» Complete as many of the fields as possible. In addition to the Company
name, it is important that in the “Organisation information — Legal entity
contact” block the following fields are completed:

o Phone and/or Fax number
o E-mail address

o0 Street

o Postal code

o City/Town

o Country

¢ Click on the “Next” button.
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* In the “Organisation Information — Contact Person” complete as many of
the fields as possible. In particular it is important that the following fields
are completed:



o Organisation

o First Name

0 Last Name

o Phone and/or mobile and/or fax number
0o E-mail address

0 Street

o Postal code

o City/Town and/or Region/County

o Country.
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Organisation information - Contact Person

Enter data about the person that will act as primary contact for the Legal Entity.

Qrganisation: @Pﬂ! B |
Department: Regulatory affairs

Title

First name: arme

Last name: urnarme

Fhone number:
Mobile number:
Fax number:

E-Mail address:

Street: akersireet 1
Street 2:

Postal code 23456

City / Town: elsinki
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Region / County:

Country: | Finland - FI v

( Exit from LEO Creation | [ Submit

Press "Submit" for creation of the Legal Entity
For subsequent downloading of the Legal Entity XML file (LEOX), please go to section "Your LEOs"

¢ Click on the “Submit” button.

You have now created your official Legal entity.



Downloading an official Legal entity and importing it into IUCLID 5

* Click on the “Get IUCLID 5" tab from the IUCLID 5 home page and click on
“Your LEOs” link.

2 1UCLIDS - Microsoft Internet Explorer provided by ECHA =)
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Legal notice

* Click “Download”. You will download a “Legal entity Object” (or LEO) that
contains the information of your official Legal entity. However, it is still not
linked to your local IUCLID 5 installation.

* In the main task panel of IUCLID 5, click on “Import”.

Note: this import procedure applies to Legal entities other than your own one
under which you have executed the installation process of IUCLID 5.

* Use the browser window to select the new LEO you created.
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Please select the Sz fileto be imported

Verify content carefully befare importing %

Select the import file
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Overarite mode

) never

(3) if newer than existing
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() ask user
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Select import file

* Press “Next” in the following windows. A confirmation message will
appear. Press “Finish”.

"ﬁ Import assistant |z|

Please select the Sz file to be imported
Werify content carefully before importing %
Impurll Crocument ‘ Endpoint Last modification | Compared to dala.l Walidation
W CompanyE [ .. --- 2008-04-18 21:0... --- [~]
@ —B—E = Back ]| Mext = ” Einizh H Cancel
Prepare the import

* Now you have to assign this new Entity to your user. Go to “User
management” in the main task panel.

(iop]s ard admiIstaton

* In the user management screen select the user to which you want to
associate this new official Legal entity.



File  Edit  Go Window Help  Flugins

CO&IWLIZE ||+

£ PPORD motifier - - last lagin: (Mevers fram (Mowhere)

Suspended [ ]
& PPORD notifier

Super user [

Login name |PPORD notifier

Full name |

Remarks

* Now go to “Assign Legal entities” and press the @ putton. A query

window will appear. Type the name of the official Legal entity you want to
assign and press “Search”.

"% Query
Unazsigned| Search for legal entities to be assigned to the user
2 Mote: Only official entities (LEC) that have been created on and downloaded from the IUCLID Download web site —_
cah be assigned to auser :_
Full access -
Read-anly
Legal entity name |C0mpanyB |
Town | |
;:}ssg;ed le T | Q |E]
il [] show only active values Search
i Chemi
‘# EUROP Mame E-mail Address
o H8 CompanyB / Helzinki ... name@CompanyB.eu
4 HAGGH

Bakerstreet 1, 123456, He..

MNumber of results: 171

Cloze

* Right click on the Legal entity you want to assign. If the tick box for “Active

trade partner” is not checked, click on “active trade partner” to activate it.
Then press “Assign”.
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" Query

X
Unassigne Search for legal entities to be assigned to the user —
. Mote: Only official entities (LEQ) that have been created on and downloaded from the IJCLID Download web site p—
can be assigned to a user :_-
Full accesg o —
Read-anly
Legal entity name |C0mpanyB ‘
Townn | ‘
Eliggiad le Country | A |B
o3
e [] show only active values Search
i Chemi
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i'Zu Print table

@ Copy table

rade parther

Mumber of results: 171

Azslan | Cloze

Press the “Save” button to save the changes. This change will only be

active the next time you log in, so you may need to re-initialise [IUCLID 5.

. IUCLID 5 - Warning 3
Warning

Changes will become active after the next login (USRZ020)

Leoc |

The next time you log in IUCLID 5 as that user, the new Legal entity will be
assigned to your user account.

Where you have assigned more than one official Legal entity to the same
user, you may switch between them by clicking on the name of the Legal
entities at the bottom of the main screen. The substances and dossiers
created will, by default, be associated to the Entity selected in this box.

i# HAGG-ECHA-SAT / Espoo / Finland

‘i EUROPEAN COMMISSION - European Chemical

“# ChemicalCompanyl / Helsinki f Finland
{; CompanyB f Helsinki f Finland
| | i HAGG-ECHA-SAT f Espoo f Finland
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Creating a Legal entity for customers to be listed in a PPORD
notification

The Legal entity of the PPORD customers can be created directly from I[UCLID 5
as non-official Legal entity. For further information, please consult the IUCLID 5
End User manual available on the IUCLID 5 web site.

However, it is recommended instead to get from the customers or create on their
behalf on the IUCLID web site official Legal entities for a better management of
the contact details. To create and/or import the official Legal entity of the PPORD
customer, follow the procedure described above. Note that you do not need to
assign the official Legal entity of the PPORD customers to your user account.
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2. REFERENCE SUBSTANCES

To correctly identify the substance in a PPORD notification dossier, it is important
to understand the concept of substance, Substance dataset and Reference
substance in IUCLID 5.

The PPORD notification dossier is prepared for a substance as defined under
REACH (Article 3(1)).

In IUCLID 5, the information related to that substance (such as the identity of the
substance, its composition, classification and labelling, tonnage, etc) should be
specified in the Substance dataset created for that substance.

To insert information on the identity of your substance and its constituents in the
Substance dataset, you will need to use the concept of “Reference substance ”
A “Reference substance” is nothing more than a link to the identity of a chemical.
The concept of a “Reference substance” enables you to store identification
information on a given substance or a given constituent of a substance, such as
chemical names (EC name, CAS name, IUPAC name, synonyms, etc), identity
codes (e.g. EC number, CAS number), molecular and structural information in a
central place, so that the information can be re-used in other datasets without
having the need to retyping the data. The “Reference substance” inventory is
directly maintained by you, in your local installation.

To extend the number of entries in your Reference substance inventory, we
recommend you to download the ca. 70.000 pre-filed Reference substances
from the IUCLID 5 web site and import them to your local installation (unless
already done so during the IUCLID 5 installation). These pre-defined Reference
substances have been prepared to improve data quality and minimise data entry.

In addition, you should also download an EC inventory from the IUCLID 5 web
site (unless already done during the IUCLID 5 installation). This inventory
consists of a list of substance identities which is based on a combination of the
following EU inventories: EINECS, ELINCS and NLP-list. When creating a new
Reference substance with an EC number, you can minimise the data entry and
ensure data quality by extracting the data from the EC inventory.

In this section of the manual, you will find the procedure to be followed for
searching, updating and creating the Reference substances to be assigned to
your substance directly from the main task panel. Note that it is also possible to
create Reference substance directly from the Substance dataset (see point 4).

Querying / updating Reference substances in your in ventory

» Click on “Update” under “Reference substance” on the main task panel.

Reference substance
Create and update reference substance related information

13



* If during the installation of IUCLID 5 you have chosen to download and
install the Reference substance inventory, you will have approximately
70.000 Reference substances stored in your computer. A warning will
appear, indicating that the query panel can only show 500 items. If you
answer “Yes”, this warning will not appear in the future. If you answer “No”,
you will have the same warning every time you go to the Reference
substance inventory. Either way, you will be redirected to the Reference
substances screen.

[ Quory imif eached X

g
&
(=]
=)
I
El
=

The Yuery "Gel aii referonue subsianies” flas reiurned
Iz excesds the maximum number of SUD tems
s

* Press the “Query” button.

File Edit  Co  MWindow Help  Plugins

COM KRR | ZA|Z|+BEB|0MN |0 gl
R ~ || Please open a document

S Quer ) |

* A dialog box will appear. Select “Find Reference substances” from the
“Select query” pick list.

o T

File Edit Go Window Help  Plugins

' & Mavigation
| Query resuls | i
& Query

Select query result type: | I Reference substance v|

Select query: | Get all reference substances v|

Find reference substances

Get all reference substances
Search [[ Cancel |
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» Type the search criteria for the substance you are looking for and press
“Search”. You can use the asterisk (*) as a wild card. For example, to get all
the substances starting by “phenol” you would type “phenol*”. To get all the

substances ending in “amine” you would type “*amine” (note that only 2.000
results will be shown).

Select query result type: | I Reference substance V|

Select query: | Find reference substances v|

Query specific fields

Reference zubstance name |eth*|

CAS number (EC Inventory) |

EC hame |

EC number |

CAS number |

CAS name |

UPAC name |

S¥nonyms |

SMILES notation |

Molecularformula|

InChl |

L Search I| Cancel |

» Double click on the Reference substance to display the related data
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@ ethacridine / F-ethoxyacridine-3,8-diami *
T ethacridine lactate / 2-hydroxypropanoic
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T ethane j ethane 7 74-84-0

@ ethane-1,2-diol f ethylene glycol f 107-2
'.;I ethane-1,2-disulphonic acid, compound
T ethane-1,2-disulphonic acid, compound
'{I ethane-1,2-dithiol / ethane-1,2-dithiol /
T ethane-1,2-diyl palmitate { ethane-1,2-di
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ethanal / ethanol / 64-17-5

9§ gthaverine f1-(3 4-diethoxybenzyl-g 7

m ethaverine hydrochloride f 1-(3,4-dietho!
@ ethenzamide / 2-ethoxybenzamide / 935
'.;I ethiazide f G-chloro-3-ethyl-3,4-dihydro
T ethinamate j 1-ethynylcyclohexyl carbam
'.;I ethinylestradiol / 17-ethynylestra-1,3,5(1
T ethion { 0,0,0',0'-tetraethyl 5,5'-methyle
'.{I ethionamide [ 2-ethylpyridine-4-carbothi
@ ethisterone f 17-hydroxypregn-4-en-20
@ ethoate-methyl / 5-[2-(ethylamino)-Z-0x
@ ethoheptazine f ethyl L-methyl-d-phenyl
I ethomaxane hydrochlaride # N-[(8-ethox
@ ethosuximide / 3-ethy|—3—methylpyrrohd7

I | O & irormation |

‘4 start Ew - HEEG [mzwn. - D2, - - Mwams | untle.,. =10 IS Y m PR R

» Check the data on the Reference substance. To update/add any

information on the Reference substance, press the “Edit item” button ( Ei)
in the toolbar on the top of the screen, edit the information on the
Reference substance, and save the changes.

Creating a Reference substance

If you do not find in your Reference substance inventory the Reference
substance you need, you can create it following this procedure:

* In the main screen, go to inventories and click on “New” under “Reference
substance”.

related information

» Type the name of the Reference substance in the “Reference substance
assistant” pop-up window. The box “Active Reference substance” should be
checked, as only Reference substances marked as “active” can be used
during the creation of a substance dataset.
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| ﬁ Reference substance assistant

Create a new reference substance

Reference subztance name |Retina|ine| |

Active reference substance

L Einish —I[ LCance|

» Select the "Finish" button; the Reference Substance is created and an
empty Reference substance section appears. Click on the “Edit item”
button.

Reference substance: Retinaoling

General information

Reference substance name

|Retin0|ine
EC inventory
EC number| | CAS number 8
EC name |
Molecularformula| a
Description |

Mo EC information available
Justification | |E]
Reference substance information

Lk

CAS information

CAS number

CAS name

» If the Reference substance is listed in the EC-inventory:

0 Assign that entry by pressing the button. The query dialog
appears in which EC inventory entries can be searched.

o Search using any of the criteria listed, such as the EC name of the
substance. Again, you can use “*” as a wild card.

17



)

) ﬁ Query

Find information in the EC inventory

l|||1il

EC number |

EC name |ret“

EC malecular farmula |

|
|
CAS number| |
|
|

Description |
| Search |
State EC number | EC hame | CAS number Molecularf...l Descriptic
1 200-683-7  retinal 68-26-8 C20H300
= 201-228-5 retinyl palm... 79-5§1-2 C36HB002
[ | 1 204-135-5 retinaldehy... 116-31-4  C20H2E0
3 204-544-2  retinylacet.. 127-47-83  C22H5202
1 230-363-2  retinyl prop... 7069-42-3  C23H3402
o 243-576-1  retinyl pival... 20559-05-1 C25H3802
1 289-433-6  retinyl hept... §8641-44-5 C27H4202

Mumber of results: 11

|_ Assign I | Close |

o Highlight from the list the entry that matches your Reference
substance.

o Click the *“Assign” button. The information for this Reference
substance will be included in your new Reference substance.

» If your Reference substance is not in the EC inventory, select a justification
from the pick list proposed under the “No EC information available” section.

Mo EC information available

Justification | ) |E|

» Complete as far as possible the remaining fields of the Reference
substance.

When completing the information for your Reference substance, the following
information should be submitted for all the known constituents and impurities:

- EC number and EC name (when available)
- CAS number and CAS name (when available)

- |UPAC name

18



- Molecular formula

- Molecular weight

- SMILES notation

- Structural formula

M IUCLID 5

File  Edit Go Window Help Plugins

S @B @R

—
[ Query results |

Query

)

—

General information

Reference substance name |RElmDHne

EC inventory

EC number [200-583-7

L| CAs humber |68-26-8

EC name |retmn|

Molecular formula |C2IJHEEIO

Description |

Mo EC information available

Justification |

Reference substance information

L

CAS information

CAS humber |68-26-8

CAS name

IUPAC name

Dascription

For the structural formula, go to “Structural formula”, under “Molecular and
structural information” and press the “Add” button. You can then upload an image
file with the structural formula.

Molecular and structural information

[P

Molecular formula

"R 0pen

Look jn: l[_l Desktop

oGRS

Juo7102

Molecular veight range [ =] 9 My Computer

SMILES notation

(] My Network Places
[;] Py Metwork Places

InChl

Structural formula

() Sharteut 1o general on 's-echa-upsv-04Data’ (W)

Image preview

X]

File Name: |

Remarks

Files of Type: | Images {".gif." jpa, " peg:" pha)

B information
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3. CREATING A SUBSTANCE DATASET

To create a PPORD notification dossier in IUCLID 5, you need first to create a
Substance dataset. A Substance dataset is the repository of data, which is used
as a basis to create the dossier to be submitted to the ECHA.

* Onthe IUCLID 5 Task Panel, under Tasks, select “New” from Substance.

Substance
Create and update substance related infarmation.

» Type the name of your substance for which you are conducting PPORD
activities on. The name can be anything, but it is logical to use an identifier

that you are familiar with such as a trade name or chemical name, a CAS
number, etc.

# Create a new substance
Chemical name | PPORD- Reaction mass |
E!— i Mext > i | LCancel
Set name

* Click the "Next" button. Select the Legal entity to be assigned to the
Substance dataset. This Legal entity must be the PPORD notifier.

Create a new substance
®)
Legal entity | # CompanyB f Helsinki f Fin v
|- <Back || o | Emish || cance |
Set legal entity ) '

Remark: if the Legal entity to be linked to the Substance dataset is not available
from the pick up list, a new Legal entity can be assigned to the user. For this
purpose, please refer to the instruction provided in the “Creating an official Legal
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entity” and “Downloading an official Legal entity and importing it into IUCLID 5”
sections above.

Click the "Finish" button. You have now created a Substance dataset.

The section tree of your Substance dataset is displayed in the navigation

. =
part of the screen (to see the complete tree view press | and select
13 ”
expand all” from the pop up menu).

f=Quem.-th§:.f & Sectionitnes | = Substance identification

il - Chemical name IPPORD— Reaction mass

2 ("

i Leqal entity flags [

G 0 Related Information Sefresh

G- 1 General Information Expand all Ctrl-Plus

[ 2 Classification and Labelling = Collapse all

d: =i

[ 3 Manufacture, use and exposure = e

- 4 Physical and chemical properties !@'\ Update references

@ S Erwironmental fate and pathways

[ 6 Ecotoxicalagical Information 2 Showendpoint study records anly

- 7 Toxicalogical infarmation O Show endpoint summaries only

% 8 Analytical methods |»’ Show endpoint study records and summaries
% 11 Cuidance on safe use ¢ Iy representative [ ] Down
B 12 Literature search [T Copy contents to clipboard

W 13 Assessment Reports Rél‘erence substance

Type of substance

Composition | “:il I

Crigin | “'_” l

Trade names

IUCLID 5 also offers the possibility of highlighting sections that are
suggested for completion to assist in the preparation of a PPORD dossier.

Click on the

button and select “REACH PPORD” from the pick list.
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N Section tree

[ Sl

(=42 0 Related Information
o 0.1 Templates
oy 0.2 Categories
------ o 0.3 Mixtures
T AT o AT
L[] 1.1 1dentification
=[] 1.2 Composition
o] 1.3 1dentifiers
[ 1.4 Analytical information
o[ 1.8 Reciplents
b D 1.9 Product and process oriented r
- 2 Classification and Labelling
o] 2.1 GHS
L[] 2.2 DSD - DPD
i Q_ 3 Manufacture, use and exposure

Land chemical miomati

MdDh i

on 1 - 10 tonnes, physicochemical requirements

REACH Registration 1 - 10 tonnes, standard requirements

REACH Registration 10 - 100 tonnes

REACH Registration 100 - 1000 tonnes

REACH Registration above 1000 tonnes

REACH Reqgistration member of a joint submission - general case

| Downstream user

REACH Registration member of & joint submission - interm edi |»

Lo Jf

Cancel |

>ﬂ 4.1 Appearance/physical state/colo
4.2 Melting point /freezing point

% 4.3 Boiling point

- 4.4 Density

4.5 Particle size distribution {Granul
4.6 Yapour pressure

4.7 Partition coefficient

i B 4.8 Water solubility

* |n the section tree,

TVpe Of substance

Composition |
|

@@

Qrigin |

Trade names

Trade names flag | P

Mame

the sections IUCLID 5 suggests as necessary for

a

PPORD dossier will appear marked in red (E or '|:|). The ones that
IUCLID 5 consider optional for a PPORD dossier are marked green. It is
important to note that this is just for guidance. You should refer to the legal
text of the REACH regulation to understand fully your requirements.
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4. ENTERING INFORMATION IN THE SUBSTANCE DATASET

Once you have created a Substance dataset for your substance that has been
assigned to the Legal entity of the PPORD notifier, you can enter data on the
substance in this dataset. The information requirement to be included in the
Substance dataset is described in the REACH regulation (Article 9(2)) and the
associated PPORD guidance available on the ECHA website
(http://reach.jrc.it/guidance _en.htm).

To retrieve the substance dataset you have already created, press “Update”
under “Substance” in the main task panel, and select your substance from the list
by double clicking on it.

Substance iden

Chemical name [ppc

- gal entity fiags [
& PPORD- Reaction mass / L

Legal entity [

| |

Third party flags [

Third party [
Role in the supp
Role flags )

Role: [ ]b

Reference subst

T ses el ranle - s

Then, open the section tree and proceed to complete the necessary sections.
Double click in each section to open it, and press the “Edit item” button in the
upper part of the screen to complete the fields.

- —
File Edit Go  Window Help  Plugins

coplHk (@]
& Mavigation = | e

{

| Queryresults | e Sectiontree |

Sube

Section 1: General information

1.1: Identification
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Name of the substance

* In “Reference substance” click on the button to assign a “Reference
substance” to your substance.

Reference substance

* A query dialog appears. Search for your “Reference substance” as
described in point 2 of this manual.

Third party flags l ]

|

Rola in the supply chain Find the reference substance
Ru\eflags‘ "

Role: [ | Manufacturer [ | Importer [ | Only representative [ | D

Reference substance name [PPORD Reference substance]

CAS number (EC Inventory) ‘

Type of sul EC name |
Compostion | N EC number |
Or\gm‘ ‘t” CAS number [
casrame |

Trade names
Trade names flag [ ® IUPAC name |
synoriyms |

SMILES notation |

Molecular formula |

Inchi [

| [ Add... ‘  Erl | [ 5 pelete [13how only active values [_Search |

Contact person
Fersonflags [ ja

Orgamsalmr\‘ ~ |
| Hewn | [ assign ][ glose

Department |

Title | 2|

» Highlight the Reference substance from the results and click “Assign”.
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Find the reference substance -

'11|I|

Reference substance name |PPORD Reference substance

CAS number (EC Inventory) |

EC name |

EC number

CAS number

IUPAC name |

Synonyms

SMILES rotation |

|

|

|

|

]

CAS name . |
|

|

|

Mole:ularfnrmuh; |
|

InChi |
_":Showonlya-:tiuevalues| Search ]
o Name | __uwuoy [ Remarks | Last
‘:f.'l PPORD Reference substance f  IUCS-5b3blbfS-0.. 2008

new ) Gy ) [ gose ]

Note: It is possible that the Reference substance exists but you have not set
it as “Active”. In this case, untick the “Show only active values” tick box to
display both the Reference substances marked as active and inactive. Right
click on the non activated substance you want to assign. Click on “active
trade partner” to activate it. Then press “Assign”.

If you cannot find your Reference substance because it has not been
created yet:

o Click on “New” to create a new Reference substance.
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Find the reference substance

Reference substance name |F'PORD reference

CAS number (EC Inventory) |

ECname |

EC number |

CAS number |

CAS name l

Synonyms l
SMILES notation |

I
Molecular formula |

|
|
|
|
|
|
IUPAC name | ]
|
|
|

Inchi |

[v] Show anly active values

Name | uuiD v Remarks [ Last modification ...|

Mumber of results:

| T ey | Assigh | [ Llose

o You will be redirected to the “Reference substance assistant”
(see previous section of the manual).

o Type the name of the Reference substance you need to
create.

sus‘ g

sle: [ | Manufaeturer [ ] Imperer [ ] Only representative [ | Dowhstrearm user

substance " Reference substance assistant

X e —
Create anewreference substance _
bstanca ——] @ —

gin Reference substance name ‘PPORD reference subslance| 4 I

[w] Active reference substance

[TEnish ) [ cancel |

o0 To specify the information on the new Reference substance,
press the blue arrow button.
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Reference substance

)

v|

31 PPORD reference substance

EC number EC name

CAS number CAS name

o You will be redirected to the screen for the new Reference
substance. Fill in all the possible fields as shown in point 3 of
this manual.

o Press the “Save” button.

0 Press @ button to go back to the Substance (save when
requested).

» Fill manually all the other boxes (again, you should complete as many as
possible).

« The buttons  next to the boxes “Composition” and “Origin” allow you to
choose from pick lists.

« The button “Add” (. #2%- ) allows you to create boxes to add trade
names.

Contact person

Although the contact details of your company are specified in the “Legal entity”,
you can also indicate the information details of the contact person for that
specific substance. Complete as many of the fields as possible.
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Contact person
Person flags | P‘I

Crganisation |C0m panyb

Cepartment |Regu|at0ry affairs

Title |Mr

First name |First Mame

Lazt hame |Last Mame

Maobile |+050123456?890

Fax | +1209676543

E-mail |nam ezurname®Compnayb.eu

Address |Bakerstreet 1

|
|
|
|
|
Fhone |+123456?890 : |
|
|
|
|
|

Address |

Postal code |123456 %

Town |Helsinki |

Region f State | % |

Courntry |Fin|and : |E|| ) |

Remarks || ; |

1.2: Composition
» Click on section 1.2 (Composition) and press the “Edit item” button.
« Click the “Add” button & .

» Write the name and a brief description of your substance.

Reaction mass of indocyclopentane and cyclopentane-1,2,3, d4-tetracarboxylic acid & 4 ) D X

Mam e |Reactic-n mazz of iodacyclopentane and cyclopemtane-1,2,3,4-tetracarboxylic acid . |

Brief description |Mu|ticonsituem substance for PPORD| . |

» Complete the “Degree of purity” section. The degree of purity to be
specified should correspond to the purity of the main constituent(s) of the
substance. The arrow buttons allow you to pick symbols or units from a pick
list, and the boxes allow you to type numbers. In this part you can give the
normal range of purity for the substance. For instance, a substance with
purity between 95-98% (w/w) will be given as shown in the picture.

Degree of purity
E

2= w| [o5 f<=~| [o8 | [ 2% anepwn =]
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* Open the Constituents repeatable block (by pressing the “Add” button o ).

» Assign a “Reference substance” to the newly created Constituent by

pressing the button, as described above. Search for the appropriate
Reference substance and add it by selecting it and pressing “Assign”.
Create the substance you need if it was not created in advance.

* Indicate the typical concentration and the concentration range for every
constituent in the same manner as indicated for the substance purity.

Constituents
¥ A $
ca. 48 % dwfnd A fiodocyclopentane J iodocyclopentane f 1556-16-9 ® i 3D | X
(el ]
Reference substance ‘ f1 & f indocyclopentane / indocyclopentane j 1556-18-3 1 |@@ &
EC number EC name
[218-311-1 %] fiwdacyciopentane |

CAS number CAS name

|155571879 | ‘iuducy’clupemane

IUPAC name

|\Dducyclupen|ane

Typical concentration
Concemraﬂonrange ‘47 ‘ |49 | I%(W;W‘,v

Remarks ‘

» If you need to specify more than one constituent, click the “Add” button o

in the relevant section, and more boxes will appear.

Constituents

ca. 48 % (wwh lodocyclopentane f iodocyclopentane f 1556-18-9

[P J
Reference substance | oo jodocyclopentant / lodocyclopentant / 1556-18-9 . I\ > ”xj 4
EC number EC name
216-311-1 | [lodocyclopentane |
L
CAS number  CASname
[1556-18-9 4] | |
IUPAC nam e
liodocyclopentane |
Typical concentration ; ca, v‘ 46 \ E""‘W"* b |
C trati (P <~ -
oncentration range (> [¢7 \ < 49 % (i
Remarks ‘
¥+ 3 d (A
2. 42% (wfw) cyclopentane-1,2,3 4-tetracarboxylic acid / cyclopentane-1,2,3,4-tetracarboxylic acid / 3724-52-5 A+ e X
[® |
Reference substance | 7 oy clopentane-1,2,3,4-tetracarboxylic acid f cyclopemane-1,2,3 4-tetracarboxylic acid / 3724-52-5 i H > |[E‘ &
EC number EC name
[223-074-8 4| [cyclopentane-1,2,3,4-tetracarboxylic acid |

CAS number CAS name

3724525 ||

IUPAC name

| cyclopentane-1,2,3,4-tetracarboxylic acid

Typical concentration | ca, -{ |qz \ | % bofwy -
Concentration range | == w [41 | [<==] |42 1% ferfuh ~|
Remarks |
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* Follow the same procedure to complete the impurities and additives fields.

Impurities
¥ a s
& =%
Reference substance . j
i
Typical concentration - ] -
Concentration rangse - -— -
Remarks
Additives
¥ad
& & | X
III
Reference substance | %
Function -
Typical concentration -/ -
Concentration range [ | [ 1 [ T8 =
Remarks |

1.3 ldentifiers

In this section you can add identifiers for other regulatory programmes or IT
systems.

In particular, if the research activities for which the PPORD notification dossier is
prepared correspond to a PORD notification expiring on 1% June 2008, it is
recommended that you report the corresponding PORD notification number as

follows:

* Open the section 1.3 of the IUCLID 5 substance dataset by double-
clicking on “1.3 Identifiers” and press the “Edit item” button.
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ldentifiers

- @ Analytical methods
¥ 9 Residues in Tood and Teedingstuffs
--§ 10 Effectiveness against target organism
# 11 Guidance on safe use
# 12 Literature search
# 13 Assessment Reports

- = g y prog identifiers
T Flags [ Regulatory programme D Remarks
-4 1 General Information
+-[] 1.1 1demtification
atian
add. [ e | [ @pelee |
[ 1.6 sponsars
[ 1.7 suppliers Other IT system identifiers
[] 1.8 Recipients Flags I IT system D Remarks
[ 1.8 Product and process oriented res
® 2 Classification and Labelling
B 3 Manufacture, use and exposure
® 4 Physical and chemical properties
5 Environmental fate and pathay s
@ 6 E gical Infarmation
® 7 Toxicological information [ [ Add ] [ WHear. | [ @ oeee |

Informati

Infarmatian

* In the “Regulatory programme identifiers”, select “Add” to edit the list of
identifiers. A new window entitled “Regulatory programme identifier”
appears on the screen.

|((QuEryresuls | @ Section tree |
A
* =
7% 0 Related Information
=42 1 General Information
[ 1.1 Idernification
[ 1.2 Compasition

7] 1.4 anakytical

ldentifiers

identifiers

g ¥-prog

Flags I Regulatary programme D

Remarks

[7] 1.5 Jeint submission

[ 1.6 sponsors

[ 1.7 suppliers

[ 1.8 Recipients

[ 1.9 Product and process oriented res:
# 2 Classification and Labelling

3 Manufacture, use and exposure

R

# 4 Physical and chemical properties
W 5 Environmental fate and pathoay s
@ 6 E gical I

ﬁmu‘]} L

ot stem identifiers

= Add a regulatary programme identifier

Flags IT syste

— Regulatory programme identifier

LE

Regulatary programme ‘

| 4]

- @ 7 Toxicological information
- & Analytical methods
9 Residues in Tood and Teedingstuffs

- 10 Effectivensss against target organism
#- 11 Cuidance on safe use

12 Literature search

# 13 Assessment Reports

|

Remarks |
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In the new “Regulatory programme identifier”, complete the fields as
follows:

“Other” should first be selected as regulatory programme.

“PORD” should then be specified as the regulatory program in the
subsequent field, to clarify that the identifier to be provided
corresponds to a PORD notification number.

The number or identifier of the PORD notification corresponding to the
PPORD to be notified to the ECHA should be specified in the “ID” field.
This number should be a unique identifier of the PORD that was
provided by the MS CA.

Finally, the country where the PORD notification was made should be
indicated in the “Remarks” field. It is recommended that the name of
the country is given in English language (i.e. Austria, Belgium,
Bulgaria, Cyprus, Czech Republic, Germany, Denmark, Estonia,
Finland, France, United Kingdom, Greece, Hungary, Ireland, Italy,
Lithuania, Luxembourg, Latvia, Malta, Netherlands, Poland, Portugal,
Romania, Spain, Sweden, Slovenia, or Slovakia).

For instance, a PORD notification made in Germany which was attributed
the number “4567/07” by the German MS CA should be reported as

follows:

¥ Regulatory programme identifien @

Edit the regulatory programme identifier

lljlil

LE |

Regulatory programme |other: . ||"'||PORD . |

I |456?;0? : ‘

Remarks |Cerm any . ‘

DK _‘ | Cancel |

By pressing OK in the “Regulatory programme identifier” window, the

PORD notification number will appear in the list of regulatory identifiers.
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Query resulls | (g Section tree | \dentifiers

4

. ] v pl identifiers

Flags | Regulatory pragramme [ D | Remarks
other: PORD 4567407 Germany

@ 0Related Information
-4 1 General Information
[0 1.1 1geniication
+--[1) 1.2 Composition
BB : ceriiers
[ 1.4 Analyiical information

[ 1.5 Joint submission [ [ aan

S

B [7] 1.7 suppliers Other IT system identifiers
[ 1.8 Recipients
[ 1.9 Product and process oriented res
® 2 Classification and Labelling
® = Manufacture, use and exposure
B 4 Physical and chemical properties
- S Environmental fate and pathways
® 5E gical
-§ 7 Toxicological information [ & aad
B 8 Analytical methods .
@ @ Residues infood and feedingstuffs
¥ 10Effectiveness against target organism
-8 11 Cuicdance on safe use
# 12 Literature search
- 13 Assessment Reports

Flags IT system D Remarks

i

B information =8

(1) Infermation | Madification histary | Gy Access | 7 Consultation | Attachments | Annotations | | Validation

Where a PORD application has been accepted in more than one EU
country the notifier of the corresponding PPORD should indicate each
PORD identifier/number and country.

1.4: Analytical information

* Double click on 1.4 “Analytical information” and press the “Edit item”
button.

» Under the “Analytical method” field, describe the analytical methods used
to characterise your substance, and where appropriate, the impurities and
additives. You can also attach such information by pressing the “ putton
(note that you can only attach one file in each field).

* Under the “Optical activity” field, provide information on the optical activity
and typical ratio of (stereo)isomers, whenever applicable and appropriate.

Analytical information

Analytical methods | s spectra, IR spectra, NMR spectra
and spectral data

| &)

Optical activity See aached file
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» Provide the analytical results used to characterise the substance, such as
spectral data (UV, IR, NMR, MS, etc.), chromatographical data, etc. For
each analysis, press the “Add” button and enter the analysis type, the
tested substance, the method used and any remark you consider relevant.
For every analysis you can also attach one file by pressing the  button.

Results of analysis

¥ & B

HPLC chromatography E LU

Analysis type |HPLC chromatography

Tested substance |Reaction mass - PPORD {commercial)

Method used |See attached me\

Remarks |

1.8: Recipients

This section can be used to indicate the identity of all the customers involved in
the PPORD activity, including their names and addresses.

* If you have not already imported the Legal entities of your customers or
created them in IUCLID 5, please refer to the point 1 of this manual.

» In the section tree of your Substance dataset, double click on section “1.8.
Recipients”.

* Press the “Edit item” button (i‘}).

» Press the “Add” button. A new box where you can enter the identity of your
customer will appear.

Recipients

¥ & o

o i | X

Le |
Name [ ]

| BEIE

Remarks

* Press the |ﬁ| button, and the dialog to look for the Legal entities will
appear. Search your customer or enter an asterisk in one of the boxes and
press enter to see all the available Legal entities.
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3
Name

Remarks

Legal entity name |PPORD®

Town

Country

Official Iegal entity

Name E-mail Address
# PPORD customer

Mumber of resuits: 11

Mewr Assign | Close

Select the Legal entity of your customer from the list and press “Assign”.
Note that you will not be able to do so if you did not check the box “Active
trade partner” during the creation of the Legal entity where you stored the
information of your customer. You may also provide additional information
in the “Remarks” field.

You have now assigned one customer to the Substance dataset.

To report more than one customer for the PPORD, reiterate the procedure
described above as many times as needed.

1.9: Product and process oriented research and dev  elopment

In the Substance dataset section tree, double click on 1.9: “Product and
process oriented research and development”. Then press the “Edit item”

button i‘).

By pressing the ¥ button you can now include the following information:

o a name for the PPORD activities for which the notification is
prepared.

o the estimated quantity of your substance. You must report the
estimated quantity of the substance to be manufactured, imported
or used in the production of an article for the purpose of PPORD for
the calendar year of the notification. This estimation, to be
documented in section 1.9 of the IUCLID 5 Substance dataset, can
be provided as an exact or approximate tonnage, or as a tonnage
range. It is however important to provide as specific tonnage as
possible.
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0 You can also add, in the “remarks” field, additional information, you
consider relevant for the PPORD notification dossier, such as the
Research and Development programme. This information can be

provided as an attachment document, using the "2 button (here
you can only attach one file: if you wish to attach several files,
please use the procedure described in this manual under “Attach
several files as additional information”, in point 7 “Updating a

dossier”).

Product and process oriented research and development

Reaction mass - PRORD

L

Mame |Reaction mass - PRORD

[] Medicinal product for human or veterinary use

|| Substance not placed on the market
Estimated quantity | > «| 5 - Metric tonnes v

Remarks [ReD program is in attached file]

Document

Section 2: Classification and Labelling

The available information on the classification and labelling (C&L) for your
substance should be reported in Section 2.2 (DSD-DPS) of the IUCLID 5 Section

tree, in accordance with Directive 67/548/EEC.

Note however that from the 1% December 2010, the C&L will have to be reported
in Section 2.1 (GSH) of the IUCLID 5 Section tree in accordance with the Global

Harmonised System.

2.1. Global Harmonised System

 Double click on 2.1. “GHS".

* Press the “Edit item” button Ei and then the “Add” button “ to display

the fields where the information on the C&L can be specified.
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e

General information

name |

# 0 Related Information

-4 1 Ceneral Information [] Mot classified

yEl

a and Labelling
Imp\emematmr\l
Bifpara i e Remarks

B 3 Manufacture, use and exposure
~@ 4 Physical and chemical properties

4 5 Erwironmental fate and pathways

2@ 5.1 Stability Classification
i 5.1 Phatotranstormation in air

Physical hazards
B 512 Hydrolysis

@ 5.1.3 Phototransformation in wat

Hazard starement

Reason for no classification

4 5.1.4 Phototransfarmation in soil Explosives |

A |

(- 5.2 Biodegradation

Flammable gases |
- 5.3 Bioaccumulation

-8 5.4 Transport and distribution Flammable aerasols |

- 5.5 Environmental data

L. 5.6 Additional infarmation on envira galizingguses) |

3 e | 3E
| i
3 | g

# 6 Ecotoxicological Information

Gases under pressure |
# 7 Toxicological information

A |

@ B Analytical methods Flammable liquids |

il

11 Guidance on safe use

® 12 Literature search Flammable solids |

| |

- 13 Assessment Reports Self-reactive substances |

and mixtures

e |

Pyrophoric liquids |

[ |

Pyrophoric solids |

e |

Self heating substances |
and mixtures

e |

Substances and mixtures

which in contact with water |

e |

emits flammable gases

Oxidising liquids |

[ |

Oxidizing solids |

e |

Organic peroxides |

e |

Substance and mixtures |
corrosive 1o metals

e |

Health hazards

Hazard statement

Reason for no classification

Acute tosicity - aral |

o |

|

» For each hazardous property, you will find three different pick up menus:

0|La]

o The first one allows you to enter the classification:

Classification

Physical hazards

ation

Explosives
Flammable gases
Flammable aerosals
Oxldlzlng Qases
Gazes under pressure
Flammable liquids

Flammable solids

unst.expl,

expl,
expl,
expl.
expl,
expl.
expl,

div.
div,
div.
div.
div.
div.

11
12
1.5
14
15
1.6

o]

Self-reactive substances
and mixtures

i,

o |

o0 The second one allows you to enter a hazard statement
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ssification —
sical hazards
Ed|
Hazard statement - I

Explosives [ \Hv:| [ [+
pmil o: stable explosive
Flammable gases | . “:| | W= explosive; mass explosion hazard
] = o[« fexplosive; severe projection hazard
Sl | ILH ‘:’ plosive; fire, blast or projection hazard
Oxidizing gases | o b v} Jfire or projection hazard
Gases under pressure | B |E| | : 5 may-explode Infice
Flammable liguid oy I+
ammable liguids | H:| | : l = i
Flammahle solids | - |E| | : =
o The third one allows you to explain the reason why the substance
has not been classified in accordance with the proposed
classification and hazard statement.
Classification

Physical hazards

Hazard statement Reason for no classification
Explosives | i, IB | A, ||ﬂ | X, |ﬂ
Flammable gases | |E| | |E| | N 1
Flammable asrosals | A\ ||a | A ||§ | |
Oxidizing gases | |:_f| [ \ ||-ﬂ I [—
Gases under pressure |— l|v_] [ —“;J [ Incaniclusive
Flammable liquids | |:,| l Y ||.,:| I conclusive but not sufficient for classification
Flammable solids [ ||v_| [ A\ ||'j [
S| o | M |
] I | E— | —
Pyrophoric solids | - ||:| | 4 ||:] |

—

* Once completed, press (0 save the changes.

* For the fields of “Carcinogenicity”, “Germ cell mutagenicity”, “Specific
organ target toxicity-single” and “Specific organ target toxicity-repeated”

you will need to press the % button in order to display the boxes you
need to complete.
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Germ cell

[z

muta, cat. 14

2 N

Hazard statement Reason for no classification

Germ cell mutagenicity |mula cat 1A

5] [mav cause genenc &|[7] [nconciusne

3t

Route of exposure |

Carcinogenicity

~
¥z 2])

carc. cat. 2

A1

R @ 3

Hazard statement Reason for no classification

Carcinogenicity |Ear( cat. 2

=} [suspectea ot causic 7] [conctusive but o sutcem for class ]

Route of exposure |

Hazard statement Reason for no classification

Reproductive toxicity |repr cat 14

[ [suspectes 1o camats ] [datatecking

Specific effect |

Route of exposure |

Effects on or

o & |

wia lactation

Specific target organ toxicity - single

¥z

STOT single exp, cat 2

i Wy

Reason for no classification

R

Hazard statement

Specific target organ |STOTsmg\e phe

e | g | gt

toxicity - single

Affected organs |

Route of expasure |

Specific target organ toxicity - repeated

4
¥\ &

R’ v 3R]

Hazard statement Reazon for no classification

Specific target organ

| A | i\

toxicity - repeated

For “Labelling” you will find a pick list where you can state the “Signal

word” in your labelling.

Labelling

Signal word |

Hazard statements

&

¢ II'H

danger

Warning

Additional precautionary statements

no signal word

Additional labelling requirements

Ok

]

Cancel

oa

Press the button

next to

“Hazard statements”,

“Additional

precautionary statements”, “Additional labelling requirements” , “Specific
concentration limits” and “Notes” to access the pick up lists from which you

can select the labelling

39



Hazard statements | 301 Towic if swallowed.

mary statement !mnz Keep out of reach of chil

#dditional text |

3

:

Additional text

Specific concentration limits

2.2DSD - DPD

Press the “Edit item” button
the fields to be filled for C&L.

Double click on 2.2. “DSD-PDP”.

B and then the “Add” button ™ to display

& Sectiontree |

Classification and Labelling according 67 f548/EEC (DSD)

o 0.3 Mixtures

i
= ¥z

- =

= | e Rk

@ 1 Ceneral Information

|l

o[ 1.1 1dentification
~[ 1.2 Composition

Ceneral information
[ 1.3 1dentifiers

o] 1.4 Analytical information Mame ‘
[ 1.8Recipients [ Not classified
] 1.3 Product and process oriented
Status |

4 2 Classification and Labelling

i 3]

Index number |

Tand exposure ATPinserted |

L7 3.3 5ites

4 4 Physical and chemical properties ATP last update ‘

® 4.1 Appearance/physical state/col

Remarks |
4.2 Melting point/freezing point

® 4.3Boiling point

® 4.4 Density Classification

B 4.5 Particle size distribution {Gran
® 4.6 Vapour pressure

Classification

Reason for
no classification

S|

e

\d

B

® 4.7 Partition coefficient Explosiveness | ¥
4.8 Water solubili

. Y Oxidising properties [~

® 4.9 Solubility in organic salvents /

® 4.10 Surface tension Flammabiliy |~

® 4.11 Flash point

® .12 Auto Tlammability Vi SRy "

® 4.13 Flammability

Acute toxicity ‘v

® 4.14 Explosiveness

|
I
I
I
J o\

Acute toxicity - irreversible
damage after single exposure

® 4.15 Oxidising properties
# 4.16 Oxidation reduction petential

A | Y

B 4.17 Stability in organic solvents a Repeated dose toxicity "

e

® 4.18 Storage stability and reactivit
B 4.19 Stability: thermal, sunlight, m Iritaton f Corrosion |

® az0pH Sensitisation

|
| g
| 3¢,

s

® 4.21 Dissociation constant

B 4.22 Viscosity Carcinogenicity

\ S|

¥

S Environmental fate and pathways DVEEIE: = EmeHR ekl

*

A 5.1 Stability
@ 5.1.1 Phototransformation in al

Toxicity to reproduction -

® 4.23 additional physico-chemical ‘
fertility ‘

Dol L]

\ e
\

5

-8 512 Hydrolysis Toxicity to reproduction -

Q¢
B

@ 5.1.3 Phototransformation in

Tuxicity to reproduction -
breastfed bahies

L@ 5.1.4 Phototransformation in s

[
Mo | o

42 5.z Biodegradation

40



» For every hazardous property, there are two boxes with pick lists:

o The first one allows you to choose the classification (in the pick list

that opens when you press a ™ button, there are several options

for classification):

ATP last update |

Remarks |

Classification

Classification

m Select picklist values E] I

Select avalue for: ——
"Explosiveness"

"l]'x'lTl

["1E; R2 Explosive; Risk of explosion by shock, friction, fire or other sources of ignition

Explosivenes "
Qxidising properties
Flammability ‘-

\

|

5 ]

Thermal stability “ ‘
|

Acute toxicity "

Acute toxicity - irreversible [w |:
damage after single exposure

[ E; R3 Explosive; Extreme risk of explosion by shock, friction, fire or other sources of ignition
[T] R1 Explosive when dry.

[ R16 Explosive wihen mixed with oxidising substances.

[T R18 In use, may form flamm able/explosive vapour-air mixture

[T R19 May farm explosive peroxides.

[ ] R4 Forms very sensitive explosive metallic com pounds.

["] R4 Risk of explosion if heated under confinement.

Repeated dose toxicity " |:

Irritatian / Corrosion " |:

o The second box of each property allows you to explain the reason
why the substance is not classified, even where data is available.

Classification

Reason for

Explosivengss |'

Oxidizing properties |v

Thermal stability |'

Acute toxicity |'

Acute toxicity - irreversible
damage after single exposure

Repeated dose taxicity |'

Irritation f Corrosion |'

Classification sl
no classification Select avalue for:
£Z— Y= r " e
‘ ( ] 'Exnmsmeness =
_' —
N —
| M=
r < 13
Flammability |' ‘ 'i
‘ ™ W aara lacking
‘ " .'i inconclusive
— [ conclusive but not sufficient for classification
| v
| o
Sensitisation | . Hq | ;Vi i QK i| Cancel
Il | vl

Carcinnaenicity |

oa

e Press the

button next to

“Hazard statements”,

“Additional

precautionary statements”, “Additional labelling requirements”, “Specific
concentration limits” and “Notes” to access the pick lists from which you

can select the labelling.
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lling -

=

on of danger

QlH

Risk phrases &

[R21722 - harmiul in commactwan skin ™ [

Safety ph

Code |51/2 - keep Iocked up and out of reac . | ]

Addhionaltest | 2

Specific concentration limits ~

S T | —
Indication of danger (symbols)
| X

MNotes

Mote C ‘\l
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Section 3: Manufacture, use and exposure

3.3. Sites
You can use this section to indicate the sites where the PPORD activity of the
notifier takes place. First, you should create those sites in the relevant section of
the main task panel.

Creating a site

* On the main task panel click on “New” under “Sites”.

» The Site assistant will appear. Type the name of your site.

" Site assistant X

Create a new site

Site name |PPOR.D use site \ |

m—E 3 Mext > | | cancel

Set name

» Assign the Legal entity of the notifier to the site and press Finish.

. Site assistant X

<z

Create a new site

Legal entity owner | ‘# CompanyB f Helsinki f Fin v|

— | = Back | Mt | Einizh || Cancel

Set legal entity

» The Legal entity screen will appear. Indicate the address of your site, as
well as the contact details and other IT identifiers.
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Other IT system identifiars

Fligs

IT system

[ Add.. |

Contact address
Address flags | w

Address [PPORD site address
Address |
Postal code |
Towm IPPORD site town|
Region / State |
Country |
Phone | +0987654321

Fas |

E-mall Ipporduses\te@com pany name.net

‘Web site |

* Press “Save” You have now created a site for the PPORD notifier Legal

entity.

Assigning a site

* In the section tree of the substance dataset, double click on “3.3 Sites”

and press the “Edit item” button

« Pressthe ™ button to display the fields for your production or use site

« Press the £/ button and a pop up window with all the sites assigned to
your Legal entity will appear. Select the site and press “ok”.
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Sites

-

¥R @
& e M
sit |[2][2¢ )
[] Production site
Select a site from

CompanyB f Helsinki / Finland

)

b PPORD use site

OK | cancet || Newy

» Tick the box below the “Site” field to indicate if it is a production or use
site.

* If you need to indicate more production or use sites, press the ¥ button
and repeat the procedure described above.

Sections 4 to 13

Although not compulsory, in sections 4 to 13 of IUCLID 5 it is possible to provide
additional information about a substance in a PPORD dossier, such as
information on physico-chemical, toxicological or ecotoxicological properties and
guidance on safe use. The procedure on how to provide this information is
thoroughly described in the IUCLID 5 guidance documents available at
http://iuclid.eu.
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5. CREATING A PPORD DoOSSIER
On the IUCLID 5 Task Panel, select “Update” from Substance.

» All available Substances are displayed; select the substance for which you
want to create the PPORD dossier.

* Right-click on a Substance in the query results list. From the pop-up menu

select “Create Dossier”.
Legal entity flags P‘I

[['j Dpen Enter
“a Print...

& Export.. u

x Delete... Delete
| Role flags | m

» The Dossier creation wizard is displayed.

o0 Step 1: Select the Dossier template “REACH PPORD”

¥ Dossier, creation wizard [g]
Select a dossier template waich meets your specific requirements:
regulatory pragramme, type o dessizr, 1onnage band, member of ajoitt submission, eic, a

[ » Substanze |

Dossiertemplates availakle for a substance:
Camplete

QECD SIDS

Eiocides - Active ingredients

Elocides - blocidal products

Ciocides - Substances of covcern
Endpaints nfcrmation

REAZH Arnnex XV - Authorization

REAZH Annex X - CEL farnonisztion
REAZH Annex XV - Restriction

REAZH Application for asthorisation
RPEATZH CE&L notifization

REACZH C&L notifization nember o a join: submission
REACH Downstream use” report

PEATH hMotification of sLbstance in aricle

REAZH Recgistration 1 - Z0 tonnes, physicochemica requirements

REAZH Recistration 1 = L0 tonnes, standard requirem ents

REAZH Recistration 10 = 100 tonnzs

REAZH Registration 100 = 1000 to4nes

REACH Registration ebove 1000 tonnes

REACH Registration member of a joint submission - gencral case

REACH Registration memhbe af a joint submission - intermed ates

REAZH Recistration on-site isolated intermediates above 1toqne

REAZH Recistration transpcrted isolated intermediates 1 - 1000 tonnes
REAZH Recistration transpcrted isolated intermediates abave 103010n9es

hote: The dossierten plate is uzedto determ ne which substance endpoints wd | be selected ay defzult, The
selection can ke wodfied manually in a subsequent step o the dossier creation

0-B-8-0-B-8-8 : |

Select a dessizr templats

46



Note: the dossier template selection helps to determine which IUCLID 5 section
and endpoint studies will be part of your dossier.

o Step 2: Define the filters. Every item that matches these filters will
be taken into account for the Dossier. The “Select all” buttons allow
you to select all possible items at once.

o Step 3: See the state (full, partial...) of all documents taken into
account for the Dossier creation. At this stage, please be sure that
all the necessary sections for your PPORD notification appear
ticked, as only these documents will appear in your dossier. The
relevant sections suggested by IUCLID 5 for the creation of a
PPORD dossier appear checked by default.

t Dossier creation wizard ﬁ

Werify the selected parts of sections 1 to 3 or deselect as appropriate
Dossier template: REACH PPORD =
a'a

|I- « Substance |

Select the parts which should be included:
v| [ 1.2 Composition
[¥] [7] 1.3 Identifiers
| [7] 1.4 Analytical infarmation
[ 1.5 Joint submission
[ 1.6 Sponsors
g 1.7 Suppliers
ij 1.5 Recipients
E] 1.9 Product and process oriented research and development
[ 21 GHS
[ 2.2 psD - DPD
i:'] 3.1 Technological process

< KKK

[ 3.2 Estimated quantities
v| [] 3.3 sites
g 3.4 Form inthe supply chain
[ 3.5 Identified uses and exposure scenarios
[ 3.6 Uses advised against
[ ] 3.7 waste from production and use
g 3.5 Exposure estimates
i:'] 3.9 Biocidal infarmation

|:] 3.10 Application for authorization of uses

D Required |:] Cptiohal |:] Mot required

E—-E-E—-0-—8—E—a [ <Back || Mext = Eityict ! Cancel

|
Select parts tofilter

0 Step 4: Select the level of detail for your endpoint study records.

Detail level of endpoint fields
Select the detail level

Basic level
All fields - excluding confidential test material information
) All fields - including confidential test material inform ation
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o Step 5: check all related objects to ensure they will be part of your
dossier (Legal entity, Reference substance(s) and endpoints).

o Step 6: If necessary, enter additional administrative information
concerning your dossier (in case you are submitting an update of
the dossier, please see “Updating a dossier”, in section 7 of this
manual).

. Dossier creation wizard El

Enter additional administrative inform ation concerning your dossier —
Dossier template: REACH PPORD P[\:S

Nane (given by user) |

Dossier submission remark |

Type of submission

Submission update -
[11= the submission an update?

Last submission number |

Reason for updating

Further to a request/decision from regulatory body

| y 2 &

Spomtaneous update

- ]
¥ & &
|

e B-B-EB-D-B-B-0 | <pack || Next> :n || gancel |

Enter administrative information

* A window informs about the success of the import. When pressing the “View
dossier” button, the dossier will be displayed.

8 Dossier creation wizard r§|

Dossier creation successfully completed 4%

You can nowviewthe dossier or close this wizard

View dossier J Close wizard
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6. EXPORTING A PPORD DOSSIER

The PPORD dossier needs to be exported in order to be sent to the ECHA via
REACH IT.

* In the main screen click in the dossier icon, or in “view”.
Dossier
View dassier dara

]  View, Compare

» Select your PPORD dossier, right click on it and select “Export”.
L

[ open Enter

“a Print...

[/ Create dossier...

M Delete.. Delete

» The assistant will ask you if you wish to include your annotations in the
dossier. Normally, select “Export without annotations” (unless you have
included relevant information as annotations in your dossier) and press next.

% Export assistant K

$

Annatation can be included into the export file.

Annotation export

(31 export without annotations
( Jexport with all related annotations
() expart only related annotations

@ B8 : | Hext> | | cancel

Additional export documents
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In the next screen press the disk icon, enter the name of your dossier and

specify the location where you want to store it.

H (B} | ;; Select the folder and specify the name of the export file
=] =

~ | As appropriate, select the checkbox for Copy-protect and/or Seal

Query Note: the finizh button is enabled when afile name has been entered and all dossier information has been collected

inthe background
Cepending on the dossier and your system this may take some time

Specify the export file:

Remarks:

d Look In: IB Data (D)

4

1

|

3

1

! /
1

‘A File Mame: |test PPORD dossier / |
1

¢l Files of Type: I.iSz ILCLID 5 data e_xchange.cumainer v|
|

ybstance: 1-ci
17

TH { Subst; 1ol
3 fthstshse Scanning document dependencies (&) |

Complete

[ Substance: 1,2,

Einish H Cancel ]_

'..8— @ — I « Back || et

Enterfile name

Now press “Finish”. The dossier has now been exported to the location you

specified; a confirmation message will appear.

T ? Export completed

Export process report

X]

o

[1] Export of 6 dacument(s) and 0 annotation(s) completed

[2] 6 dacument{s) was,were exported successfully, 0 document(s) was fmere skipped (00:00)
[3] Export successful
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7. UPDATING A DOSSIER

Updating the information

If you need to submit further information on your PPORD notification, be it as a
result of a request for further information or because of the need to update the
data sent in your previous application (e.g. to communicate that the number of
customers or the tonnage required have changed), you do not need to re-type

again all your substance data.

* In the main screen go to Tasks, and press “Update” under “Substance”.

Substance

Create and update substance related information.

e Select from the list the substance for which you wish to submit new
information, and double click on it. Now click on the tab “Section tree” and go
to the relevant section that you wish to update. Edit the necessary sections by

pressing the “Edit item” button

OO H|HE| R

B navigation
[ Query results @

| Query

Attaching files as additiona

(),

=

e e

I & Havigation

Query results | i Section tree

B

5

® 0 Related Informatian
. 1 General Information

S0 1.1 1dentification

o[ 1.2 Composition

<[ 1.3 1dentifiers

2o 1.4 Analytical infarm ation

~[7 1.8 Recipients

o] 1.9 Praduct and process oriented res

. 2 Classificatigg and Labelling
— TGHs

L[] 22 DSD - DFD

B 3 Manufacture, use and exposure
L[] 3.3 Sites

® 4 Physical and chemical praperties

| information

¥ S Environmental fate and pathways
B & Bentriralnmical Inform ation

Estimate

e At the bottom of the Substance dataset screen, a window called

“Information” is minimised by default. Press theEI

button to maximise it.
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| B nformation

= ;
|| 5] Information |7 =7k

| P e seon e
oo S

# 0 Related Information
@ 1 Ceneral Information
[ 1.1 Idemification
+-[] 1.2 Compasition
S ] 1.3 Identifiers
[ 1.4 Anaytical information
~[) 1.8 Recipients
[ 1.9 Product and process oriented res
-} 2 Classification and Labelling
] 2.1.GHS
“w[] 2.2DsD - DFD
- 3 Manufacture, use and expasure
w4 4 Physical and chemical properties
5@ 5 Environmental fate and pathways
£ 6 Ecotoxicalogical Information
£~ @ 7 Toxicological information
-~ '@ 8 Analytical methods
-~ 11 Guidance on safe use
B 12 Literature search
B 13 Assessment Reports

* |-
5
S

Product and process oriented research and d

P

¥ 2@

R s BklK

P

Name

Estimated quantity

Remarks

Document

] Medicinal product for human or veterinary use

[[] Substance not placed on the market

==

| a

IUCLIDS_ubstance.doe [ 522.5 KB

R

E 3 I ]

* The information screen will appear. Click on the tab “Attachments”.

Type | - Substance

Dossier UUID |0

&
uuID |IUCS-Bc?25297~d83f~481?~a29c‘-5fd?3?3ehddl] +|
a, |

| | Sealed | | Copy protected | | Subset of original

» To add an attachment, press the “Edit item” button, right click on the white
left field and select “Add”.

T Attachments

Remarks

Last modified |

size [b] |0
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» The system will ask you to save the working document. Accept, and the
browsing box will appear. Select the file to attach and click “Open”.

" Select files to add 3
Look In: ||_| New Folder 'J \Iﬁ L@] @ @WE

stanceZ doc

File Name:  [IUCLIDS_substance.doc |

Files of Type: ["." 'J

Open | Cancel

» Write remarks on the file if you wish, and press “Save”; the attached file
will appear.

| B Information

B T | % Avachments |
= 1[4 uCuLDS_substance doc / 522.5 KB
= Remarks
Last modified |
sizefbl [0
Fes L

» Repeat the previous steps to attach more files. The maximum size for all
the combined attachments is 20 megabytes.

LEGED——

‘l | ] 7 7 | Wy Attachments " I

|_:] IUCLIDS substance.doc / 5225 KB
B (UCLIDS substance2 doc / 522.5 KB

Remarks

Last modified |2007-02-05

Size [b] |535,040
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 Once the necessary attachments have been added to the Substance
dataset, press the "Minimise” button ~ 1o go back to the Substance

dataset.

B nformation
| e e e — = 1
By 1 P T 1

M A ccess] (V7 CansuRationl| % Arachments [ SARRTtons | o Mafidsiani]
I
|

Remarks

Last modified [2007-02-05 ]

size [b] [535,040 |

Creating the updated dossier

The procedure is exactly the same as for creating and exporting a new dossier.
However, when you arrive at the screen of “Additional administrative information”
during the creation of the dossier (see point 5 of this manual, step 6), you must
tick the box “Is the dossier an update?”

» If the update is made as a result of a request or decision from the ECHA, tick
the box “Further to a request/decision from regulatory body”, and then press

the oo button under this section. Use the box called “decision number” to
indicate the number of the request or the decision.

tE}nssier creation wizard FE
Erter additional administrative information concerning your dossier
Dossier template: REACH PPORD ‘E

| -

of submission

nission update

E_ Is the submission an update?

1 submission number |

an for updating

Z‘ Further to a request/decision from regulatory body

¥ ad
& % 3P | X

Decision number | A |

Remarks | 5 |

|| Spontaneous update
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« |If it is a spontaneous update, tick the box “Spontaneous update” and then

press the % button under this section. Click the arrow in the “justification”
box, and choose the reason for your update from the pick list.

,_; Dossier creation wizard

Enter additional administrative information concerning your dossier
E Dossier template: REACH PPORD

of submission
Esy

ssion update

[#]1s the submission an update?

submission number i

y -

for

D Further to a request/decision from regulatory body

i l

[¥] Spontaneous update

( Justification |)

Remarks |

o Pick list
2|

change in company identity

change in company role in the supply chain
 change in composition of the substance
change of tonnage band

o B-B-B-0-8-0-8

Enter administrative information

Cena (]

| new identified uses
| new uses advised against
| new knowledge of the risks for human health and/or environm ent|w

| oK I [ Cancel I

The rest of the process for creating and exporting the dossier is identical to the
procedure described above, under points 5 and 6 of the manual.
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8. SuBMITTING A PPORD DoOSSSIER TO ECHA

The submission of a PPORD notification dossier prepared using IUCLID 5 should
be submitted to the ECHA using REACH-IT by the PPORD notifier. For this
purpose, you will need go to the REACH-IT website, sign-up, unless already
done, as the notifier of the PPORD, (i.e. the manufacturer or importer or producer
of articles for the substance on which the PPORD activity takes place ) and
submit the PPORD notification dossier. REACH-IT will be available starting 1°
June 2008.

Sign-up procedure

If you do not have an account in REACH-IT, follow the instructions in this section.

* Click on “sign-up as a company”.

Cont;

— - .

. Rqa;:h_[— | 1 : %4

REACH-IT provides an online platform to submit data and dossiers (pre-registration, registration, C&L notification, ...) on chemicals. It also allows the Agency and Member States authorities to review
the dossiers. The Agency will also use REACH-IT to make non-confidential information on chemicals accessible to public on its website

GECHA

Welcome to REACH-IT

What can you do?

+ If you already have an account, you may [ogin to the system
+ Sion Up a3 a company

* Sign up as a Data Holder

* Reqister as an interested third party

+ Redister a5 a third party representative

Need help with REACH-IT or with this site?

* REACH-IT Frequentty Asked Questions (FAQ)
+ The REACH legal text

* Contact information

* Site may

+ Search the site

Related links

+ Public REACH information on chemicals
+ Infarmation akout REACH on the Europa website

* In the following page, you will be required to accept the terms and
conditions in order to proceed with the sign-up procedure. If you agree
with the terms and conditions, click on “accept”.
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QECHA . Rgachﬂ_'[w.

Company sign-up Terms and conditions

Signing-up as a company is a simple process. You will be guidedthrough the following & steps:

User account - Information for the first user is required

Company information - Provide general information on your compary

Billing irfarmation - Provide billing details for yaur company

Contacts [optional] - Add information about people wha may be contact points for SIEFs
walitation - Check information you have provided and modify if necessary

o b oo

At each step prior to the validation wou are allowed to go back to any previous step and change the data you already entered.
Befare gaing further in the sign-up process, please read the following terms and conditions
Terms and conditions

1 A

2
. L
El

Need help with REACH-IT or with this site?

v

+ Specific help on comparty registration

* REACH-IT Frequently Asked Questions (FAQ)
+ Leqal natice

+ Contact information

* Follow the sign-up procedure. Signing-up as a company is a simple
process. You will be guided through the following 5 steps:

0 User account - Create your REACH-IT user account.

o Company information - Provide general information on your
company. For consistency, we recommend you to import the LEO
created in the IUCLID 5 website, which was linked to the substance
for which the IUCLID 5 PPORD notification dossier was made.

0 Billing information - Provide billing details for your company.

o Contacts — In this screen you can select the contact person for the
PPORD dossier you intend to submit. You can select among all the
users from your Legal entity who have an account in REACH-IT,
including yourself.

o Validation - Check the information you have provided and modify if
necessary.

Login to REACH-IT

Once you have completed the sign-up procedure you may login to REACH-IT.

» Click on the link “home” to go back to the homepage.
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€ REACH - IT Conclusion - Mozilla Firefox (BRI

B Edt vew Hgory Boskmaks ook ol g
€ - v @ GJ‘ [ L1 hitpsffs-reachpsb-04.reach.curopa.local Azqeiidation Fates =] &] !}‘, ““““ &)

B Getting Started 5} Latest Headines (&) PortableApps.com [53. Portableapps.com Hews

GECHA

Company sign-up » Conclusion

*¥our company and its first USer account have been successiully created
Y ou may now ga to the home page and start working with REACH-IT 23 user GWERTYUIOP
You may also keep a trace of your company sign-up by exporting your company sign-up:

Click onthe 'Export’ bufton below to export your company In IUCLID exchange format

* Login into REACH-IT, using the user ID and password you specified in
your user account

GECHA

Login

Please pravide your login information to enter REACH-IT
Fleids marked with an asterisk (%) are mandatory:
* User ID:
* Password
¢ Enter the text shown: B
Can't read the text below? Try another

FSmb

Eoroot your user 10 ot password?

Submission of a IUCLID 5 PPORD notification dossier

« To submit a PPORD notification, select on the left side “Registration /
notification” > “Submit a registration / notification”

BRECHA

Home

You have 0 unread message(s) in your message hox

* In the next screen, select the appropriate dossier type “Product and
Process Oriented Research and Development (PPORD) notification”. In
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addition you are required to acknowledge that the substance for which the
PPORD dossier is submitted is rightful, in order to proceed further with the
submission.

* Click on “Proceed” to continue.

BRECHA

Home > Submit Dossier Intro

Registration / notification submission

Here you can initizte the submission process far registration / notification dossiers (or reparts) or their upciates. To submit an update you should use the
same process as for the first submission of your dossier / report. The updated version should contain all previousty submitted valid information and the
updated one (please refer to relevant guidance documents)

| Select dossier type | Product and Pocess Orientated Research and Development (PPORD) nofifivation (¥

[ Purchase Order |
[y Acknowtedge tat

* In the following screen and under the “external dossiers” section, select
the IUCLID 5 PPORD notification dossier to be submitted. Click on
“Browse”, select the corresponding PPORD file and click on “submit
dossier”.

* Note that if your file is exceptionally large (> 20Mbytes), you will need to
request an access code from the ECHA that should be reported in this
screen before clicking on “submit request”.

qutait | Search | Help

BRECHA

Home = Submit Dossier Intro = Submit External Dossier

Preferences - Logout]

Exd do: EMll Internal dossiers

Here you can submit a PPORD notification dossier. If you want to create your notification dossier online, please use the "Internal dossier" submission tool (click on the tab

"Internal dossiers” on this webpage)

Process and Product Oriented Research and D (PPORD)

Please pick here using the "Browse" button the file which contains your dossier (your file should have been created using IVCLID 5 and have the extension "isz")
File name |cADocuments andl Setingsw7069\Desktop\PPORDdassier! i5z [Eowes

Access code for large files
Dossier file cannot exceed the maximum size of 20 MByfes
If you would like to submit files larger than this limit, please, request a one-time access code using the following link - request access code

The Agency will check your request and may grant your upload by sending this one-time access code to your personal message box. This process may take up to 24 hours
Please Ot that in case you submit a dossier exceecing 20 Mibytes without specifying an access code, your dossier sutmission will fail

If you have an access code for @ large dossier, please, enter it here
Large file access code:

Submit dossier

¢ Click on “Confirm submission”.
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% REACH - IT Submit External Dossier. - Mozilla Firefox

File Edt Yew Hstory Bookmarks Toos Help

@ - < @ ﬁ [ htpsfjs reach-psb-04.reach.europa localjreachjsecur _dossier_intro, Faces [=[&] e

P Getting Started [ Latest Headines (&) PortablsApps.com [y PortableApps.com News

BRECHA

Home = Submit Dossier Intro = Confirm Dossier Submission

references -

Confirm Dossier Submission

Dossier type: Process and Product Oriented Research and Development (PPORD)
Submission type: External dossier

Dossier file name: CADOCUMENts and Settings\u0706M0eskiopPPORD0SsIEr 152
Company name: ChemicalCompany 1

Organization Name: ChemicalCompany 1

Invoice Contact Narne: Diawict Srith

Purchase Order:

Large file access cocle:

Confirm submission Cancel submission

* Your dossier has now been submitted. The submission number generated

for this submission is specified in the next screen.

3 REACH - IT Completed Submission - Mozilla Firefox.
Elle Edt Yew Hstory Bookmarks Tooks Help

@ - < (-"1 ﬁ [ [ itpsfis-reachpk-04.reach. uropa.ocaljreachisecur - dossier_confirmation Faces [=] & [CF]

B Getting Started [ Latest Headines (&) PortableApps.com F PortableApps.com News

ferences - Logou]

Home > Subrmit Dossier Intro > Dossier Submission Successtul

Your dossier has been successfully submitted. Please find below the submission number.

Process and Product Oriented Research and D {PPORD)
Submission number
YOUr sUtmission has receied the fallowing submigsion number: WM120515-28 . Flease Use this number for army subseduent communication concerming this dassier.

Please note that this number is NOT the reference number for your substance (notification or registration number). The reference number will be communicated to you after
your cossier has passed the completeness check (this also inciudes the payment of the fee if appropriate)

As the submission process is not instantaneous and some verifications shall be performed, you will be informed at a |ater time about the status of your dossier by an internal
message (please consult your message box )

At any time you can also consult the status of your dossier and the submission report in the menu "Registration/notification \ Wiew registrationmotification \' and indicating
OUr SUBMISSION nuMmber to retreve it

» Subsequent information on the submission will be communicated as an
internal message in the message box of the contact person for the

dossier. A link to the message box is available on the left.

60



