MECHA

EUROPEAN CHEMICALS AGENCY

Poison centre notifications

PCN: a practical guide

Version 4.0 - October 2021




2 PCN: a practical guide - version 4.0

Disclaimer

This document aims to assist users in complying with their Article 45 and Annex VIII
obligations under the CLP Regulation. However, users are reminded that the text of the CLP
Regulation is the only authentic legal reference and that the information in this document does
not constitute legal advice. Usage of the information remains under the sole responsibility of
the user. The European Chemicals Agency does not accept any liability with regard to the use
that may be made of the information contained in this document.

Version Changes ' Date
1.0 First edition May 2020
2.0 Changes to represent the release of the latest version of the IT | October 2020

solution to prepare and submit poison centre notifications.

3.0 Changes throughout the document to reflect the latest changes | May 2021
in IUCLID and improves all sections for clarity and general
enhancement.
4.0 Changes to represent the release of the latest version of the IT | October 2021

solution to prepare and submit poison centre notifications,
namely the PCN format version 4.

PCN: a practical guide

Reference: ECHA-21-H-08-EN
ISBN: 978-92-9468-010-5

Cat. Number: ED-09-21-443-EN-N
DOI: 10.2823/350876

Publ.date: October 2021
Language: EN

© European Chemicals Agency, 2021
Cover page © European Chemicals Agency

If you have questions or comments in relation to this document please send them (quote the
reference and issue date) using the information request form. The information request form
can be accessed via the Contact ECHA page at:

http://echa.europa.eu/contact

European Chemicals Agency

P.O. Box 400, FI-00121 Helsinki, Finland


http://echa.europa.eu/contact

PCN: a practical guide - version 4.0 3

Table of Contents

1. INTRODUCTION .iuuciuumtuumsnamsnansmassuassuassssssssssssssssssssssssssssssssssssssssssssssssnnssnsssnnssnnsnnnnnns 6
2. ACCESSING ECHA'S IT APPLICATIONS ....cciciiumrumramranrsnrsnsssssnsssssassnssnssnssnnsansansnnsnnnns 7
2.1 Step 1 - Create an ECHA ACCOUNT . ittt s e e e e s e e s s anee e nneeas 7
2.2 Step 2 - Assign a legal entity to the ECHA ACCOUNT ..viiiiiiiiiii e 8
2.2.1 Create @ New Legal Entity ..o e 9
2.2.2 Importing a pre-existing legal entity from IUCLID........coiiiiiiiiiiiiii s e s 10
2.3 Step 3 - Add users & define/manage USer roles .......ocieiiiiiii i 11
2.4 Step 4 - Subscribing to the Cloud SEIrVICES ......civii i eaees 12
3. WAYS TO PREPARE AND SUBMIT ....cuvuctvumrsumsmunsmnnsssnsssnsssnsssnsssnsssnsssnsssnsssnnsnnnsnnnnnns 13
3.1 The Poison centre notification (PCN) format .......cooeiiiiiii e 13
3.2 IUCLID 6 for data preparation ... e et r e aaes 14
3.2.1 IUCLID Cloud & ECHA ClOUA SEIVICES .iuvutitiiitieitiitesieissasassesssasassesssnsassnerssnsassnersenneennrns 14
3.2.2 IUCLID 6 via download from IUCLID WebDSIte. .. cuceieieieieieiiiiiieieree e e e e e e e e e e e e neaeaenenes 15
IR S =T g g B e By A W =T =T =T YA T = P 16
3.4 ECHA Submission portal for poison centre notifications..........ccooviiiiiiiiiiiiiice 17
4. CREATING AN EDITABLE DATASET IN IUCLID ..covccvvermmasssnsssasssanssnnssanssnnssanssnnssnnnss 19
4.1 The IUCLID DashbOard.........ueiuiuiieiiiiiiieaie st st e et e e s e e s e e e e sneesaeneananens 19
4.2 Managing entities outside the notification ... 20
4.2.1 Managing Contact iNformation. .. ..o s 20
4.3 Steps to prepare an initial mixture/product dataset via the ‘Mixtures’ widget ................ 21
4.3.1 Create a ‘New mixture/product’ datasel .......cciviiiiiiiiii e nees 22
4.3.2 Set the WOrKiNg CONTEXE .. uiriiiei it et e et et e e et e e e e et e e e e e e e rnannanans 22
4.3.3 Open and complete the dossier header .......co.iiiiiiii s 24
4.3.3.1 Explaining when to use limited, group or voluntary submission types ........cccvvviiiiiiiiiii e 25
4.3.3.1 Explaining the NOtifiCation Ty PeS . ..uiuieiiiiii e 26
4.3.4 General navigation and functionalities for data entry........ccoiiiiiiii 27
4.3.4.1 Entering information int0 @ NEW dOCUMENT. ... ..t e e e e e eenes 28
L T 0 S Y= T o= Y T o [Tl [ = o) N 28
4.3.4.3 Copying data from eXiSting QOCUMENES ...ttt e e e e e e e e r e s e e e e araeaenrnenanenenenenenen 29
4.3.4.4 Using the *cloning’ fUNCEIONAIITY . .vieieiii et a e e e a e e e e e e enenes 31
5. PREPARING A PCN - SECTION BY SECTION ......cccvvummmumrmnmmmnmsmnnsssnssnnsssnsssnssnnnsnnnnnns 32
5.1 Mixture identity and legal submitter.... ..o 32
ST R\ 18| =7 o] oo [ Lot ol o 1= o ¢ 1P 32
o I =T - | BT U] ] g = ol PP 32
5.1.2.1 How to change the legal SUDMIEEEr. ... .. e e e e e e e e e e e e e anens 33
o G O 1/ = ol o 1T Lol 1= o= PP 34
I R o] )= ot sl o1 =] o 35
5.2 Mixture compoSsition dOCUMENE .. ..iiiiii i i e e e e et a e e aaaeaas 36

5.3 Adding a substanCe COMPONENT ...t e aneaaens 38



4 PCN: a practical guide - version 4.0

5.3.1 Downloading a reference substance from the IUCLID website .......ccocoviiiiiiiiiiiiiiiiii e 40
5.3.2 Creating and linking a reference SUbStaNCe..... ..o i e e 41
5.3.3 Classification (and labelling) of the suUbStaNCe .......ciiiiiiiiii e 43
5.4 Adding a mixture-in-mixture COmMpPONENT ... ..o e 44
5.4.1 Specifying the mixture and CONCENTratioN .......ociiii i e e e e 44
5.4.2 Completing information about the MiM ... ... s 48
5.4.3 Entering information for MiM COMPOSITION .. ..ueii e e e e aeaeenes 51
5.4.4 Entering information about a MiM’s substance identity and classification.............c.coiiviiiiin 52
5.4.5 Preparing a notification for 100% MiM. ... e e 53
5.5 Product identity (information) document ... 54
oI T A o o T 18 [t ol o 1= ) =T = PP 55
5.5.2 Additional information ... e 56
ST 0200 R (o U 56
5.5.2.2 PRy SIiCal SEatE . .ttt 57
LI T B - Tl < o 1 e PPN 57
5.5.2.4 Product use category iNfOrmMation ... ..i.iiiii e 58
I T N =T = ol o] = 1oL 4 1= o PP 60
5.6 Classification and labelling of the (final) mixXture.........coiiiiiii e, 61
5.6.1 Classification INfOrmMation ......cciiiiiiii it e e e e e e e e e e ae e 61
5.6.2 Labelling iNfOrmation . ...t e 62
5.7 Mixture SDS and toxicological information .........coviiiiiiiiii e 64
5.8 Additional informMation .. v e 65
6. MIXTURE COMPOSITION — SPECIFIC CASES.....ccctuimtmummmnmmsnsmsnsmsnssnnsssnsssnnssnnsnnnnnns 66
6.1 Indicating a generic component identifier (GCI)....ccciiiiiiiiiiiiii e 66
6.2 Indicating Standard FOrmula (SF) ..o e 68
6.2.1 Downloading ready-made Standard Formula datasets........cooviiiiiiiiiiiii e 69
6.2.2 Entering information when the final mixture conforms to 100% Standard Formula .................. 70
6.2.3 Entering information when part of the mixture conforms to a Standard Formula...................... 72
6.3 Indicating an interchangeable component group (ICG) ....civiiiiiiiiiiiiiiiic e 75
6.3.1 Step 1- Indicating the GrOUD cuvii ittt e et et 75
6.3.2 Step 2 - Indicating information for the COmMPONENTS......ciiiiiiii e 76
6.4 NOLIfYiNG fUBL MiXEUNES ot e et r et a e aaeaaneas 77
6.4.1 Step 1 — identify the fUel ... e 77
6.4.2 Step 2 — add fUEl COMPONENES. ..ttt e et a et et e e a e e e aaeas 77
6.4.3 Step 3 — Identify COMPONENES .. ..uieiiiii et e e e e e e e e e e e aes 78
6.4.4 Step 4 - Complete compositional information ........c.coiiiiiii 78
7. OTHER CONSIDERATIONS FOR SPECIAL MIXTURES ....ccocuvumrmnmmmnnsnnnssnnssnnnssnnsnnnnnns 79
7.1 Indicating multi-component prodUCES ......cuviiiiii e 79
7.2 Indicating combined mixXture/artiCle......cooiiiiii 80
8. GROUP SUBMISSIONS .....ccoumtmummmnmrmnmsmsmsmsnsssssssnsssssssnsssssssssssssssnnssnnssnnssnnssnnssnnssnnsss 81
8.1 Step 1 - establish the correct submMISSION tyPe ..oviriiii e 81
8.2 Step 2 - enter individual mixture compositional information ..........c.ccciiiiiiiiii 81
8.3 Step 3 - enter and link product information for each mixture...........cccoviiiiiiiiiiinnn, 82
8.4 Step 4 - include and link single or multiple information documents ...........cccovviiiiinne. 83



PCN: a practical guide - version 4.0 5

8.4.1 Reporting classification and labelling in the group submission ........ccociiiiiiiiciic i 83
8.4.2 Reporting toxicological information in the group submission .......c.cvviiiiiiiiiiii e 84
8.4.3 Reporting pH in the group SUbDMISSION .. ..uiiii i e e e aeas 84
9. VALIDATE AND CREATE A PCN DOSSIER.....cccccctiitie s nrs s nsas s snsasssnsanssnnnnnnnns 85
9.1 Validation AsSiStant REP O ...ciuiii i e 86
9.2 SUDMISSION ChECKS. vt e 86
S RC RO T [ VAo g 1=l < PP 87
1 I O =t Yo | [ =T Lo 1oL 1= o R 88
10. DOSSIER REPORT AND EXPORT FUNCTIONS.....cctticctmmammmmrannmmsannsssannsusannsnsnnnsnnnnns 89
10.1 Exporting @ dossier (0r dat@sel) ...cuiiiiiiiiiiiiiii e 89
10.1.1 Bulk export functionality (datasets or dOSSIErS) ...ivuiiiiiiiiiii i e 90
10.2 Generating @ report fOr PCN ...t s ea e e anees 91
11. MAKING UPDATES ..ciiiiiiiiiaetuias s tnras s smsssssssssssrssssssssssssssssssssssssasssssssssssnnsssnnnnns 92
11.1 When the 'submission is an Update’ ... ..o e 93
11.1.1 Updates - Justification field ........cocieimieie e e e e 93
11.1.2 Updates — ReMaArks field......ciiiiiiiiiiii e e ettt 93
11.1.3 Updates — Other Update MEaSONS. . ..iiiii ittt ettt a e st e a e raeanens 94
11.1.4 Explaining the update By Pes ..o 94

11.2 When the submission is a ‘New notification after a significant change of composition’...95

12. WORKING IN THE ECHA SUBMISSION PORTAL ..cctvcmtiemmranmranssanssanssanssanssanssnnsnnnsss 96
3720 N O 1 [ Y= T e (017 1= o 96
12.1.1 Proceed to submission from ECHA CloUd..........coiiiiiiiiiiiiii e 96
12.1.2 Upload in the ECHA Submission POrtal.........ciuiiiiiiiiii e e 96
0] U o o PP 97
12.3 The SUDMISSION FEPOIT. ... e e ae s 98
12.3.1 Information contained in the submisSiON repoOrt......cociiiiiiii s 99
12.3.2 Saving the SUbMISSION MEP O ...ttt e e e e enes 100
12.4 Submission portal validation report and resubmission after failure ...............ccooenit. 101
12.5 Searching poison centre notifications in the Submission portal ............c.ooiiil 102
12.5.1 Exporting search results from the portal t0 EXCel.......covviriiiiiiiiii e 103
APPENDIX 1. INSTRUCTIONS: ESTABLISHING A FOREIGN USER.......ccctvimmmmmnnnnnnnnss 104
APPENDIX 2. TROUBLESHOOTING BR570 AND LEGAL ENTITY CONSISTENCY ........ 108
A.2.1 How can legal entity inconsistencies occur in the dossier and portal?....................... 109
A.2.1.1 When a third party is preparing/submitting in the portal on behalf of a duty holder. ........... 109
A.2.1.2 When a duplicate legal entity eXiStS ......cvuiuiuiiiiiiiiii e 109
A.2.1.3 Failure to add/update legal entity details in IUCLID offlin€........ccccvviiiiiiiiiiiiineens 110

A.2.1.4 Mismanagement of S2S keys in the system-to-system service .........cocviiiiiiiiiiiiiinnnns 111



6 PCN: a practical guide - version 4.0

1. Introduction

This manual gives practical guidance to support industry with their poison centre notification
(PCN) obligations according to Article 45 and Annex VIII to the CLP Regulation®.

The document explains how to access ECHA'’s IT applications and establish third party users to
work on behalf of another company. It also covers some practical issues specific to companies
making poison centre notifications such as ensuring the consistency of legal entities when
using various ECHA’s IT tools.

Additionally, this manual looks at how to create IUCLID? ‘datasets’ (editable files) and build a
valid dossier (non-editable file) that can be submitted to the Member States appointed bodies,
for example, through the ECHA Submission portal.

Explanations of the complete functioning of IUCLID is comprehensively
covered in the IUCLID Functionalities Manual (translations are provided) e

https://iuclid6.echa.europa.eu/documentation I ool

Full information requirements according to the legal text are covered in the
Guidance on Annex VIII (translations are provided) e

https://echa.europa.eu/gquidance-documents/quidance-on-clp

1 Annex VIII to CLP Regulation https://eur-lex.europa.eu/eli/reg del/2020/1677/0j
2 International Uniform Chemical Information Database - IUCLID is a key application used by industry
and authorities to prepare, store and exchange data on chemicals in a harmonised format



https://iuclid6.echa.europa.eu/documentation
https://echa.europa.eu/guidance-documents/guidance-on-clp
https://eur-lex.europa.eu/eli/reg_del/2020/1677/oj

PCN: a practical guide - version 4.0

2. Accessing ECHA's IT applications

You must create an ECHA Account if you want to use the available IT applications provided by
ECHA e.g. ECHA Cloud Services or ECHA Submission portal for preparing or submitting your
poison centre notifications.

The ECHA Accounts manual explains how to create, export, import and
manage a legal entity in general:

https://www.echa.europa.eu/documents/10162/21721613/echa accounts en.pdf/

2.1 Step 1 - Create an ECHA Account

The Login page is located at https://idp-industry.echa.europa.eu/idp/. If you do not have a
valid username and password, then you will need to register by creating an account first. To
create an ECHA Account you will need to provide specific information about your company and
verify your email address.

@ Itis recommended to use the latest version of Chrome, Firefox and Microsoft Edge
to guarantee the best user experience.

WELCOME
XE C H A Please enter your login information

Username *

JaneDoes

Forgot username?

Password

sssssssseny ©

Forgot password?

Login with "ECHA Account” ‘|

Don't have an account? Create an ECHA account

Login with "EU Login"

What type of account do | need?



https://www.echa.europa.eu/documents/10162/21721613/echa_accounts_en.pdf/
https://idp-industry.echa.europa.eu/idp/
https://idp-industry.echa.europa.eu/idp/
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2.2 Step 2 - Assign a legal entity to the ECHA Account

Submissions made through the ECHA Submission portal are carried out by Legal Entities3
which have to be defined, including contact details, prior to submission.

Once you have created an ECHA Account and you have logged in successfully, a Legal Entity
must be assigned to it.

ECHA

DASHBOARD Dashboard

MY ACCOUNT ECHA APPLICATIONS

ECHA WEBSITES

INDUSTRY LEGAL ENTITY CREATION

Please associate your account with a legal entity.
A Legal Entity (LE) may represent anything between a complex business structure and a simple organised business, for example, a corporation, a company, or a single person. By
creating a LE the associated users will be able to access ECHA's IT tools

(/]

If your legal entity has already been registered, to associate this account with that legal entity, please communicate the username (FelixHarry) and email address
(heidi.rasikari@echa.europa.eu) to the legal entity manager

Create a New Legal Entity

To assign the legal entity click on Create New legal Entity. You have two options:

i) create a new legal entity in ECHA Accounts and enter specific information about
the company (section 2.2.1).

OR

i) import a pre-existing legal entity e.g. from IUCLID desktop (section 2.2.2).

0 Once a legal entity has been assigned, the Industry Applications will become visible
in the ECHA Accounts dashboard and the user can access the application from the
available list e.g. REACH-IT, R4BP3, ePIC, ECHA Cloud services, ECHA Submission
portal.

3 A legal entity may represent anything between a complex business structure and a simple organised
business, for example, to a corporation, a company, or a single person.
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2.2.1 Create a new Legal Entity

Selecting create new legal entity opens a page where you need to enter information about the
company, address, contact details, account security information. Upon creation, the Legal
Entity is assigned an automatically generated universal unique identifier (UUID#) number so
that the ECHA IT applications can explicitly identify the users and their actions.

The UUID numbers generated in ECHA Accounts contain the pre-fix ‘ECHA-...

0 Non-EU legal entities can work in ECHA Cloud Services e.g. to prepare a notification but
cannot access the ECHA Submission portal.

JaneDoes

n

Purple Haze Chemicals
DASHBOARD

MY ACCOUNT GENERAL INFORMATION / Edit % Expont

@ LeeaLEnTITY GENERAL DETAILS

Legal Entity name
#l General Information Purple Haze Chemicals

£ Contacts ECHA-f428c44¢-79b3-4f7f-a72b-78e7cedadbed

*****

L Users

VAT number

© Billing information

For certain submission processes, like submissions under REACH Regulation, the
submitter has to pay a fee directly to ECHA. That’s why in the registration form, you are
asked to provide your billing information. However, ECHA does not charge any fee for
poison centre notifications. In this context, please note that some Member States charge
fees. For more information please make contact with the national authorities of the
Member States where you want to place your product on the market in order to receive
detailed information about that https://poisoncentres.echa.europa.eu/appointed-bodies



https://poisoncentres.echa.europa.eu/appointed-bodies
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2.2.2 Importing a pre-existing legal entity from IUCLID

If you are a IUCLID desktop user, you will already have previously created a Legal Entity (pre-
fix '‘IUC..."). Note that ECHA IT applications such as the Submission portal, will identify you by
the legal entity UUID in ECHA Accounts and check it against the legal entity contained in the
notification - therefore legal entities in both places must be matching.

In this case, you may prefer to either:
i) export your legal entity from ECHA Accounts to your working instance of IUCLID, or,

i) export your legal entity from IUCLID to ECHA Accounts.

In the latter case, once your legal entity has been exported from IUCLID to e.g. your desktop,
you can import it directly in the legal entity creation form by activating the section ‘Creation
method’, and selecting the file for upload.

ECHA

Create Legal Entity
DASHBOARD

MY ACCOUNT CREATE LEGAL ENTITY

ACCOUNT SECURITY

Security Question *
What is your pet's name?

ALERTS

B Receive email alerts for unfamiliar signing-in activities to ECHA applications using your account

CREATION METHOD
. If you already have a legal entity definition file in IUCLID exchange format (also known as the LEOX file format), and if you want to have the same UUID for your legal entity definition as
fields will be completed automatically and you will be redirected to the Legal Entity profile screens to review / update imported details as well as to enter additional details.

Import IUCLID Format File *

Please attach an IUCLID exchange format (LEOX file format)

FNT WS VWYYV VY

GENERAL DETAILS
FVW V VUV VUV VUV VYV V'V V'TV"VTYVFVYIYVVVFVVY VvV VL

When working from IUCLID desktop, information about the legal entity cannot be
automatically synchronised with ECHA Accounts. Therefore, in cases where a company
has installed IUCLID in their local systems or develops their own tool to create PCN
dossiers, any legal entity changes made in ECHA Accounts will have to be replicated in
those dossier preparation tools.
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2.3 Step 3 - Add users & define/manage user roles

By default, the user who created the account is the Legal Entity Manager, and additional users
can also be added to the account using the ‘Create New User’ wizard. The user roles define the
user access level within the ECHA IT applications. The specific PCN related roles include:

- LE manager: 'legal entity manager’, can view and edit the legal entity account and
add, remove or edit user’s data and contacts.

- Submission portal manager: can make submissions through ECHA Submission
portal.

- IUCLID full access: can prepare submissions online in IUCLID Cloud.
- IUCLID trial: can work in the trial version of the IUCLID Cloud.

- ‘Reader’ and ‘Read’ roles are entitled to read-only access.

Purple Haze Chemicals
Create new User

DASHBOARD

MY ACCOUNT

0 Insert user details e Assign roles to user e Confirm addition of user o Inform the us
@ LEGAL ENTITY
USER PROFILE
ﬁ” General Information
o Roles *
S Contacts
X Users IUCLID Trial Full Access

IUCLID Trial Read Only
LE Manager
PIC Manager

PIC Reader

Only a user with the ‘LE manager’ role can edit the legal entity details - all details can be
edited except for the Legal Entity UUID and the country.

Adding, modifying or deleting users, contacts and user roles is all managed in ECHA Accounts
in the relevant tab under ‘Legal entity profile’.

0 It is possible for a legal entity to allow a user from another legal entity i.e. a ‘third party’ to
work on their behalf, for example, a consultant or a non-EU company. This is possible with
the ‘foreign user’ functionality in ECHA Accounts. Appendix 1 explains how to establish a
foreign user using a consultant as an example
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2.4 Step 4 - Subscribing to the Cloud services

Following the creation of an ECHA Account and legal entity, new users will need to ‘Subscribe’
to ECHA Cloud Services before they can begin to work in the application.

p ECHA
»)] Cloud Services

ECHA Cloud services

N Pt
IUCLID6 IUCLID6
J o\ Trial _J
This full IUCLID Cloud service allows users to This service is designed for users who wish to
maintain their scientific data and prepare get familiarised with a trial version of IUCLID
dossier for submission to ECHA. Read more Cloud before starting to use the full IUCLID

Cloud service. Read more

]

The IUCLID Cloud Terms and Conditions must be accepted before use.

: ECHA FelixHarry
q!‘) Cloud Services a Q FeliX
€ All Cloud Services

oil‘uctm'f’; IUCLID Cloud

This full IUCLID Cloud service allows users to maintain their scientific data and prepare dossier for submission B | acknowledge that |
to ECHA. The service provides the users with up to 5 GB of data storage, fully managed backups and dedicated have read and
helpdesk support. agreed to the linked

Users are able to perform all the dossier preparation tasks which include editing data and running the plug-in Terms'&Conditions

tools needed to prepare a complete dossier.

Service terms of use: ”
* Immediate subscription activation Subscribe

* Target 24/7 availability except for pre-defined maintenance periods occurring outside the working hours
* Controlled service updates with every new release of IUCLID Cloud

* Helpdesk support during office hours

* Automated backup and data recovery in case of data loss

* Quota of 5 GB of data per subscription

* Limit of 1 GB per file attachment

* Automatic subscription termination after 2 years of non-usage

Please consult the Q&A for more information about the ECHA Cloud services.

View the Terms & Conditions associated with the IUCLID Cloud.
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3. Ways to prepare and submit

There are several options for a company to prepare and submit poison centre notification
(PCN) information depending on the company’s preferences and internal systems in place.

All notifications need to adhere to the harmonised PCN format dedicated to structuring the
information on hazardous mixtures classified for health or physical hazards. The format is XML-
based and defined by the requirements laid out in Annex VIII to the CLP Regulation.

For the preparation and submission of information, ECHA has made available:

Poison centre notification (PCN) format (section 3.1)
IUCLID online and offline (section 3.2)
System-to-system(S2S) service (section 3.3)

ECHA Submission portal (section 3.4)

Additional support on the various ways to prepare and submit

| Check our e-Learning page for trainings, webinars and other presentations:
| https://poisoncentres.echa.europa.eu/training-material

3.1 The Poison centre notification (PCN) format

The PCN format structures the harmonised information requirements on hazardous mixtures classified for
health or physical hazards available to poison centres in cases of poisoning incidents in the EU.

The PCN format is .xml-based and is compatible with IUCLID and as such is incorporated into the PCN
dossier preparation tools offered by ECHA. It is also available for companies to incorporate into their own
tools for dossier preparation, for example when using the system-to-system service.

Additional support on the PCN format

I
| For system-to-system users, you can download the latest version of the PCN format and !
'related documents from the poison centre website here: 1
ihttps://poisoncentres.echa.europa.eu/poison-centres-notification-format i
I



https://poisoncentres.echa.europa.eu/training-material
https://poisoncentres.echa.europa.eu/poison-centres-notification-format
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3.2 IUCLID 6 for data preparation

This chapter looks at both the IUCLID Cloud (online) and IUCLID (offline) tools for manual
preparation of poison centre notifications using the customised PCN dataset. Both tools offer
the same interface and functionalities.

3.2.1 IUCLID Cloud & ECHA Cloud services

The ECHA Cloud services (https://idp-industry.echa.europa.eu/idp/) are maintained, backed-
up, updated by ECHA and the data is securely stored in the Cloud. This platform features
services for data preparation and data submission.

The ECHA Cloud services dashboard features data preparation services covering IUCLID
Cloud (full service and Trial version), and submission services covering the ECHA
Submission portal (full service and Trial version).

IUCLID 6 Trial version can be used for getting familiar with the tool. It is not possible to
‘Proceed to submission’ via the Trial version, however it is possible that any notifications
created in the Trial can be accessed in the Full version and submitted from there if required.

ECHA Submission portal trial version layout is designed to alert users they are in the Trial
version. Any dossiers for testing purposes are not forwarded to recipients indicated in the
notification.


https://idp-industry.echa.europa.eu/idp/
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3.2.2 IUCLID 6 via download from IUCLID website

Offline preparation is always recommended using the latest version of IUCLID 6 which can be
downloaded from the IUCLID website(https://iuclid6.echa.europa.eu/home).

IUCLIDG6

Home IUCLID Product

IUCLID = Home

To learn about the new interface, or to find out how
to open the classic interface, click on the image.

Download Software

Sign In

Search the IUCLID 6 website yo

Support News
G f |v] &) + 12

11/03/2021 - REACH Study Results refreshed
The REACH Study Results download file has been refreshed, with over 100

new substances added since September 2020. It contains non-confidential
substance data submitted to ECHA under the REACH regulation.

Guided dossier Import IWCLID file(s

7/ preparation @ 01/02/2021 - IUCLID updated in ECHA Cloud Services
1 IUCLID in the ECHA Cloud Services has been updated to provide
improvements and fixes

3 12/01/2021 - New IUCLID YouTube Channel — Subscribe now!
L 4 The IUCLID team just launched a IUCLID YouTube channel. The new
channel includes video-tutorials on key features of IUCLID that help users to
o~y r-- Mictures get familiar with the tool, and to maximise its use in specific contexts.
. 3 [

@ baachfSc-7318-408H

Substances S 1dead50d-6bla-4c

16/12/2020 - Patch available for IUCLID 6.5
A new release of IUCLID is available for download on the IUCLID 6 website.
The new version includes fixes to issues reported by some users. At the

» Download IUCLID same time, small improvements are also included.
28/1Q/2020 _IUCLIRQ 6.5 is gvailab,
£yt 'aygﬂnt?‘le gl 1Tl g o Ao f ,)j il gl ol A

Both desktop and server versions are available for the user who will need to perform their own

maintenance activities.

0 Ensure you have the latest version of IUCLID as only the most recent version can fully
accommodate the poison centre requirements and avoid unnecessary failures.

Explanations of the complete functioning of IUCLID is comprehensively
covered in the IUCLID Functionalities Manual (translations are provided) el L0

https://iuclid6.echa.europa.eu/documentation @ ucLog



https://iuclid6.echa.europa.eu/home
https://iuclid6.echa.europa.eu/documentation
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3.3 System-to-system service
The system-to-system (S2S) service is available to support industry who wish to prepare and
submit a PCN dossier in a more automated way. Through this service, a company can create a
PCN dossier directly in their own systems using the IUCLID-compatible PCN format and make a
submission to the ECHA Submission portal. Dossiers are then forwarded from the portal to all
the relevant Member States.
Using the system-to-system service for the first time requires a company to:

1. Request and get access to the ECHA Submission portal ‘S2S’ services

2. Generate the ‘S2S’ keys

3. Integrate their system with the ECHA Submission portal services

4. Successfully pass the connectivity and integration tests before switching to Production
mode

The Guide to the PCN format and other key documents
https://poisoncentres.echa.europa.eu/poison-centres-notification-
format

The Developers Guide to the IUCLID format
https://poisoncentres.echa.europa.eu/poison-centres-notification-
M "‘uuuuuG

System-to-system integration for industry, gaining access to the
service, technical/practical documentation and related files
https://poisoncentres.echa.europa.eu/system-to-system-service



https://poisoncentres.echa.europa.eu/poison-centres-notification-format
https://poisoncentres.echa.europa.eu/poison-centres-notification-format
https://poisoncentres.echa.europa.eu/poison-centres-notification-format
https://poisoncentres.echa.europa.eu/poison-centres-notification-format
https://poisoncentres.echa.europa.eu/system-to-system-service
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3.4 ECHA Submission portal for poison centre notifications

The ECHA Submission portal is an online tool for EU based companies and can be used for the
submission of poison centre notifications. Submissions made through the portal can

accommodate multi-market notifications, meaning that one submission can reach multiple
Member States Appointed Bodies.

@ Companies are advised to refer to the ‘Overview of Member States decisions on
implementing Annex VIII to the CLP’ key document which details to which Member duty
holders can notify their mixtures through the ECHA Submission portal.

Overview of Member States decisions in relation to implementation of Annex VIII to the CLP Regulation (Poison Centre Notification) -

Resdiness of Member State to sczapt
fcations vla ECHA submission
pertat

mmmmmmm

https://poisoncentres.echa.europa.eu/documents/22284544/27487986/msd _en.pdf/

To make submissions through the ECHA Submission portal a company must:

1. Have an active ECHA account

2. Have users assigned with the correct roles and subscribed to the service

Be logged in to the ECHA Submission portal
https://poisoncentres.echa.europa.eu/echa-submission-portal

The ECHA Submission portal dashboard landing page allows you to navigate to various

functionalities of the system. In addition to CLP poison centre notifications, other notification
and application types are also supported.

S ecna
) Subrmission portal

a Q “L JaneDoes

Purple Haze Chemicals

= Dashboard
Welcome to ECHA Submission portal

N ﬁ:;zﬁp::;z: Centres SEIP sciP Notification “efsam EFSA Application

Submit a IUCLID dossier Submit a IUCLID dossier Submit a IUCLID dossier

Search for PCN Notifications Submit a simplified SCIP Notification Search for EFSA Applications

Create a dossier in [UCLID Cloud Search for SCIP Notifications

‘o,
‘. Search for

All submissions

Create a dossier in IUCLID Cloud
Create a dossier in IUCLID Cloud

’H



https://poisoncentres.echa.europa.eu/echa-submission-portal
https://poisoncentres.echa.europa.eu/documents/22284544/27487986/msd_en.pdf/
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For poison centre notifications, the following functionalities include:

Submit a IUCLID dossier redirects you to the upload and submit page. (Chapter 11)

=| Upload and submit

! CLP Poison Centres
Notification

Please upload your dossier for submission. Only i6z files are permitted for upload.
© Note that currently only PCN, SCIP and PPP dossiers can be submitted.

Submit a IUCLID dossier

Search for PCN Notifications

Create a dossier in IUCLID Cloud or

Drop file to upload

Search for PCN notifications redirects to the Search page of the Portal where you can
search for PCN submissions - or search all submissions e.g. if you are submitting under other
legislations (Chapter 11).

= Search
! CLP Poison Centres Search criteria v
Notification
Submission number [ ] Submission status All submission status IZI
Submit a IUCLID dossier Dossier type I CLP Poison centres notification VI Submission date from I |@ to [ J
Search for PCN Notificationg
PCN number Submissi All submission reasons
Create a dossier in IUCLID Cloud | l Hbmission ressan ‘ - IVI
UFI [ ]
Names | ]

Create a dossier in IUCLID Cloud redirects you to the ECHA Cloud services where
you choose from Full service or the Trial version to begin the preparation of a dossier
(Chapter 4).

! CLP Poison Centres

Notification ~ ECHA
\»‘b Cloud Services )

Submit a IUCLID dossier ECHA Cloud services
ificati = Dashboard
Create a dossier in IUCLID Cloud viujcuf)e {IL’JQ‘L’{D\G
N b N T
This full IUCLID Cloud service allows users to This service is designed for users:
maintain their scientific data and prepare get familiarised with a trial version Subet Impart IUCLID file(s) @
dossier for submission to ECHA. Read more Cloud before starting to use the full ubstances

Cloud service. Read more

-~

Mixtures
..ﬁ 77 Drop file to im|

Access service 2¥° Manage service Access service 2
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4. Creating an editable dataset in IUCLID

This chapter highlights the current IUCLID documents and their fields that have been
customised for a poison centre notification.

4.1 The IUCLID Dashboard

The IUCLID Dashboard is home to various widgets.

The ‘Substances’ widget stores any substance dataset information either prepared or
imported into the working environment. The number indicated on the widget refers to the
number of substance datasets available.

The ‘Mixtures’ widget stores information about the mixture datasets available as well as any
dossiers prepared.

The ‘Articles’ widget is only used for making notifications to the SCIP database, which was
established under the Waste Framework Directive (WFD)>.

= | Dashboard (7]

Import IUCLID file(s) @ Overwrite settings - | If newer than existing v
Substances

w 25

-~
===" Mixtures

‘ 77 Drop fileto import or | Browse

Advanced import

J} Articles

@ 53

The Import IUCLID files area allows you import .i6z files to your working instance of IUCLID.
This could include legal entity files, reference substances, or substance/mixture datasets and
dossiers.

5 This functionality is relevant only to suppliers of article containing certain substances of very
high concern above 0.1% w/w. Detailed information is provided in the WFD section of ECHA
website (https://echa.europa.eu/understanding-wfd).



https://echa.europa.eu/understanding-wfd
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4.2 Managing entities outside the notification

From the menu icon on the Dashboard, you are directed to the ‘Main menu’. It contains direct
links to the list pages for various entities. From here you can easily manage your information,
for example, on legal entities, contacts, reference substances as well as users and their roles,

outside of a notification.

Il

Dashboard

)

Dashboard Su bst‘ances

Template

Manage Reporis

Mixture/Products

Articles

Confact

Legal entity

Sites

Reference substance
Test material

Literature reference

4.2.1 Managing Contact information

Categories

When managing Contacts outside the notification (it is possible to manage them also from
within a notification), it is possible to Create new or edit existing contacts, export selected

contacts and clone them as well.

Dashboard = Contacts

= | Contacts

» Advanced search

Select/Deselectall 2 items selected % Expont T Delete

&, Export CSV

Show results 25

Does, Jane; Purple Haze Chemicals

Does

f1211c8-962f-4aef-beod-205ab233cc3e

Haze, Sadie; Tontunkolo

Haze

1d5cdB65-20e7-4734-89a3-f477b8ch1 7ea

O Loren, Sofie; ChemConserve

Jane Purple Haze Chemicals

Sadie Tontunkolo

W Sort by

+ New contact

Mewest first W

m Delete

b—'ﬂ Clone
S
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4.3 Steps to prepare an initial mixture/product dataset via the
‘Mixtures’ widget

This section will explore the general principles for creating a dossier customised for poison
centre notifications, field by field. To enter the IUCLID section for mixture datasets, we begin
by clicking on *Mixtures’

= | Dashboard e e ] e e o

Import IUCLID file(s) @ Overwrite settings : [ TF newer than esisting | =
Substances
Mixtures
77 Drop file to import or  Browse

Advanced import

Articles
\ 53

Upon redirection from the Mixtures widget, the Mixtures/Products landing page opens. It will
list all datasets under preparation (orange mixture symbol) or you can switch to view all
dossiers that have been previously created (purple lock symbol).

Dashboard > Mixtures / Products

= | Mixtures / Products ()
—

46 results found Sort by Neveest first o
O portland cement 6/04/2021 10:09
Legal Entity Purple Haze Chemicals + New mixture / product 0
uuID 255753%e-4e3d-42d3-beet-d282115331de '

-
(] hazardous mixture 6/04/2021 10:08
k . . . . . . . . . . . . . Sorthy  Newestfirst

(&)

O cLp_reN 25/06/2020 13:05

Subject name  Sparkle Rainbow Submission type CLP Poison centres notification Dossier UUID Z;zg‘_'g::ﬁ;ig;:' 1
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4.3.1 Create a '"New mixture/product’ dataset

The *+Create new mixture/product’ button starts the creation process of a new

mixture/product dataset. To complete the process, you need to enter a name for the mixture
and press ‘Create’.

New mixture / product

Name*

Hazardous mixture|

@ The mixture dataset is identified by its name given when the dataset is created.
Any identifier can be used. It is however suggested to select an identifier which is
commonly used for that mixture within the company. This can be for instance an
internal name or a formulation identifier. If necessary, this name can be changed.

4.3.2 Set the working context

Once the mixture dataset has been created, it can be opened and the working context needs
to be selected first. Making a selection from the working context customises the dataset view
so that only the relevant fields are visible according to the selection.

Dashboard = Mixtures / Products > Hazardous mixture

= | @Hazardous mixture

2echebct-Bef7-4dab-8d23-40cc1 1886056

Working context: v

u ‘., Hazardous mixture
UUID: 2ecbebet-2ef7-4dab-8d23-40ce1 1886056

Mixture/Product name™
Hazardous mixture
Public name

Legal entity owner*

#é Purple Haze Chemicals | Helsinki | Finland
Third party

Other identifiers + Newitem
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The selection '‘CLP Poison centre notification’ is used to prepare a poison centre
notification.

New working context X

Select working context

BFR Active substance application (representative product) w

BPR. Active substance application (representative product)
BPR. Basic information {mixture)

BPR Biocidal product authorisation

BPR Summary of product characteristics (SPC)

CLP Interchangeable Component Group (ICG)

CLP PCN Standard formula component

CLP Poizon centres notification

CLP Poison centres notification (mixture in mixture)

Complete table of contents

ElJ PPP Active substance application (product)

Other selections relevant to poison centre notifications are available but not generally required
to be used if creating component datasets directly in the composition document of the final
mixture. More information on how to create these datasets are discussed in later sections of
this document:

e CLP Interchangeable Component Group (ICG) - (Chapter 5)

e CLP PCN Standard formula component (SF) - (Chapter 5)

e CLP Poison centre notification (mixture in mixture) - (Chapter 4.8)

Similarly, a working context for PCN Substance information is also listed working in the
‘Substances’ widget. Again, it is not necessary to make this selection when adding substance
components in the final mixture composition document (section 4.7).

New working context 4

Select working context

AICIS Assessment and Evaluation ~

BPR. Technical Equivalence

CLP Alternative name request

CLP Notification

CLP Poison centres notification (substance information)
CLP Requlation - CLH dossier

Complete table of contents

ELl PPP Active substance infermation

EU PPP Microorganisms - active substance information

EU PPP MRL application - active substance information
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4.3.3 Open and complete the dossier header

Open the dossier header by clicking on the hyperlinked title * | / CLP Poison centre notification’
as seen in the left hand side of the navigation tree - note that some sections of the dossier
header are mandatory to provide at this stage, while others are not. Each section is further
explained below.

Working context: | CLP Poison centres notification v

} o poisoncenrosnottcaton |

& Hazardous mixture

||Specif|c submissions ||
|| PCN number* |

Il @ PCN number field is mandatory. |I
Country (market placement)*

y (market placement) field is mandatory. |I

Il ® Language field is mandatory. ||
|| submission type ||

I Limited submission (industrial use only) Il

after a significant change of composition |I

L_ommeme

Dossier name & Dossier submission remarks are fields in the dossier header, where you
may wish to enter the name of the dossier you are preparing, or if you wish provide any
remarks about the submission for your own records.

PCN number i.e. a poison centre notification number, is required information and can be
generated and assigned by opening the field and using the auto-generate button depicted by
two circular arrows. The PCN number refers to an initial notification (or a new notification after
a significant change of composition) and used by poison centres to track all related notification
updates. A PCN number can be generated either in the dossier preparation tools, or by using
one of the UUID generators available online, e.g. https://www.uuidgenerator.net/

Country (market placement) and language selections must include all the market areas
where the mixture will be placed on the market. In addition, all the relevant languages
required for each market area must be indicated as well. The allowed languages as specified
by each Member State can be found from the Overview of Member States’ Decisions on
Implementing Annex VIII to the CLP https://poisoncentres.echa.europa.eu/appointed-bodies

? Indicating the languages prior to data preparation is necessary as it creates the
multilingual fields required for any free text fields which must be provided in all
relevant languages e.g. for the toxicological information.

It is also important to consider which are the market areas effectively relevant
where notifications should be submitted. Following successful submission, market
areas cannot be deleted in an update but can always be added, if needed. Note,
this applies even in case of ceasing the market in a specific country (see section
4.9.2).



https://activity.echa.europa.eu/sites/act-4/process-4-5/docs/Poison%20centres/02%20%20%20Guidance%20and%20support/Manuals/PCN%20practical%20guide/https
https://www.uuidgenerator.net/
https://www.uuidgenerator.net/
https://poisoncentres.echa.europa.eu/appointed-bodies
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4.3.3.1 Explaining when to use limited, group or voluntary submission types

Submission type is by default, set for standard submission type requirement. Therefore, it is
not required to make a selection for the Submission type unless you are deviating from the
standard information requirements.

Submission type e~

Limited Submission (industrial use only) are available for hazardous mixtures placed on
the market for industrial use only.

@ Note that the use of the mixture downstream should be taken into account. If, for
example, the mixture is used in the formulation of a mixture intended for
consumer or professional use, this option cannot be selected. Nevertheless, this
option applies to mixtures included in a final mixture intended for professional or
consumer uses that are outside the scope of Article 45 and Annex VIII ("*mixtures
with an end use not subject to notification”).

A group submission (further described in Chapter 8) is available for the creation of a dossier
containing information for several mixtures provided:

¢ all mixtures contain the same composition except for certain perfumes under specific
conditions;

e reported concentrations/ranges for each of the components is the same (except certain
perfumes);

e all mixtures in the group have the same classification for health and physical hazards

Voluntary submission is available for non-duty holders or mixtures outside the scope of
Article 45 and Annex VIII.

! The submitter of a voluntary submission is always responsible for the notification.
Voluntary submissions should also be maintained, for example if there is a need to
update any information.
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4.3.3.1 Explaining the notification types

Notification type must be provided, e.g. initial, update or new notification after a significant
change in composition. The selection here, sets the framework for the dossier and rules that
will be used to validate the information using the Validation assistant.

Notification type

Initial notification
New notification after a significant change of composition

The submission is an update

Initial notification is the very first submission made for a mixture/product. An initial
submission must be successful before an update can be accepted.

New notification after a significant change of composition is expected for a notified
mixture when a change in the composition has occurred outside the set limits indicated in
Annex VIII to CLP. This leads de facto to two different mixtures on the market; the two sets of
information (referring to the original and new composition) remain relevant (both products
may remain on the market for potentially a long time). The previous submission and the ‘new’
notification remain linked via the ‘related’ PCN number - see section 11.2.

The submission is an update is selected if there is a need to update information that
currently exists in the database. An updated submission is where the mixture composition
remains the same. Both previous and updated submissions remain potentially relevant for the
poison centres and appointed bodies - see section 11.1.

0 Do not select ‘update’ if you need to resubmit following a validation rule failure and
there is no prior successful ‘initial” submission. This will trigger a validation rule
BR568.

The PCN number provided in the dossier header for submission updates cannot change and
must be the same as that of a valid initial submission. Please note that if there is no

(%] BR568 successful submission yet for this PCM number then the submission should still be indicated
to be 'Initial notification’ / 'New notification after a significant change of composition’
depending your specific case.
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4.3.4 General navigation and functionalities for data entry

The navigation tree, featured on the left-hand side of the page, allows easy movement
between the dossier header and the customised sections created for the poison centre
notification mixture dataset. Documents need to be created for each of the sections - in this
guide the word “document” is used to indicate a set of information that can be entered in the
PCN format. The navigation tree allows you to navigate in the dataset using the
collapsible/expandable arrows.

» CLP Poison centres notification . .
(2 Mixture safety data sheets and toxicol:

¢ Hazardous mixture D: b11658f9-abe7-4d6c-a9c7-6a846e6f1 8¢ ‘

v |

[v]  Mixture information and product identity Lzl D
Safety data sheets of mixture / product‘

n Mixture identity and legal submitter

- + New item ‘
‘L| Mixture composition -r
[v] ® mixure composition.oo1 (] # Safety data sheet {
B & wae { Toxicological information (section 11 of %
B producticenty |@Thisfieldismandatory.
n Classification of the mixture and label n
elements i

Mixture safety data sheets and +

<
toxicological information <
4
y

[<]

@ Mixture safety data sheets and toxicological i
information.001

n Additional information

Inherited templates
y W -

a4 H H AH A A A 4 4 o

Each of the created sections and documents are expandable and can be managed by additional
features.

Function Symbol

Collapses a section | ~

Expands a section

Adds a New document

IUCLID document

® + B

Number corresponds to the amount of IUCLID documents per section

Trash-can deletes unwanted documents ﬁ
Substance
=
Mixture/product Y
-

Dossier header D




28 PCN: a practical guide - version 4.0

4.3.4.1 Entering information into a new document

Information can be entered into a dedicated document type by clicking on the orange '+’ and
selecting create ‘New document’.

| Q CLP Poison centres notification
E‘ Y Hazardous mixture

u Mixture information and product
identity

Classification of the mixture and IL
label elements

Mixture saf¢ =+ New document
toxicologice

u Additional information

When a specific IUCLID document has been created it is represented by an orange circle and
given a default name and number and a specific document UUID. The name of the document
can be edited to suit.

r,} CLP Poison centres notification

& Hazardous mixture

Mixture information and product
identity

[<]
o

Classification of the mixture 4
and label elements

<

@ Classification and labelling.001 1]

Mixture safety data sheets and S
toxicological information

Additional information

4.3.4.2 Re-naming documents

When a record is created, a name (and UUID number) is automatically created e.g. [name of
record].001. It is possible to rename the records according to the needs of the user - this
helps to better locate the record, for example, when using the ‘Copy from existing’
functionality. Once the document has been renamed, it is necessary to save the changes.

[ cLP Poison centres notification Classification of the mixture and label elements.001

E ¢ Hazardous mixture UUID: 2680eea8-eeda-4ab4-8d75-4a2de673e%ab
Mixture information and product o Classification
identity
— | Not classified
E Classification of the m’ ‘ L
and label elements I__/: CLP Poison centres notification

Classification - base paint

@ Classification of the | f .
| label elements.001 E -g Hazardous mixture UUID: 7a7e9111-9330-4858-b41a-fch295c67a4f

Mixture safety data shi Mixture information and product () Classification
toxicological informati identity

Not classified
— E Classification of the mixture o + .
and label elements Hazard categories & statements

None
| @ Classification - base paint ]

Health hazards

Mixture safety data sheets and +
Reproductive toxicity

toxicological information
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4.3.4.3 Copying data from existing documents

If you have previously created information records and datasets for other mixtures, they will
be available for re-use in new datatsets.

Working within a dataset you wish to include previously prepared information, click on the
three dots "..." (ellipsis) in the top right-hand corner will open a list of functionalities including
the ‘Copy data from ...’

Dashboard > Mixtures / Products > Hazardous mixture

= @ Hazardous mixture - @

2ecbebcé-8ef7-4dab-8d23-40cc11886056

& Export to i6z
Working context:  CLP Poison centres notification v [ m

;| Create document PDF

) . @ Create component PDF
D:* CLP Poison centres notification
- UUID: f2927dbf-9660-4f61-98fc-d427140d4250 L:l Generate report
E‘ & Hazardous mixture
Dossier name (given by user) (£ Clone
u Mixture information and product

identity [ © Copy data from ... & ]

Dossier submission remark

Classification of the mixtureand 4
label elements

Mixture safety data sheets and +  Specific submissions
toxicological information

PCN number*
9a61f03d-c1d5-4ae7-9330-12f8832f46¢3

Additional information

A list of available datasets to select information is automatically presented. The entity type is
set by default to Mixture dataset, but it is possible to select also Dossier. You may wish to use
the search function to assist locating your source information and making your selection faster.

Copy data from: Entity Selection b4

Entity Type: O & Substance ® ¥ Mixture O fJTemplates O [z Dossiers

clean Q 5 results found
Entity List Sort by Newer first
Clean and fresh
Purple Haze Chemicals
bba6d921-bdec-4150-a1e4-7f3a4e6c75f6 A

O You can bulk copy data from a dossier to a new created dataset by selecting
the Entity type ‘Dossier’ and selecting the information you would like copied.
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Once you select the source document from which to copy information from, you can copy all
sections (note the dossier header information cannot be copied over) or further refine which
sections you would like to copy.

Copy data from: Document Selection X

B CLP Poison centres notification
C] Mixture information and product identity
(] Mixture composition
D @® Mixture composition.001
() Product identity
D Product information
D @ Product information.001
E] Unique formula identifiers (UFI) and other identifiers
[ ] @ Identifiers
Classification of the mixture and label elements
@ Classification and labelling.001

[j Mixture safety data sheets and toxicological information

(] @ Mixture safety data sheets and toxicological information.001

After you Copy the specified information, the copied document will appear as [original name of
the record].COPY which can always be renamed if preferred.

l r/: CLP Poison centres notification

¢ Hazardous mixture

> Mixture information and product
. identity o

v Classification of the mixture +
and label elements o

@ Classification and [
labelling.001.COPY

Mixture safety data sheets and (1) +
toxicological information

Additional information
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4.3.4.4 Using the ‘cloning’ functionality

The ‘clone’ functionality is available to facilitate e.g. the preparation of update dossiers by
cloning a mixture dataset and build a new dossier from that. In this way, you do not need to
re-enter all the information related to the mixture, such as composition, toxicological
information or product information.

0 Note that the working context is not cloned therefore you will need to re-set the
working context and enter the information in the Dossier Header.

You can Clone a dataset either from the list of Mixture datasets - Click on the ellipsis *..." of the
dataset you wish to replicate and select ‘Clone’.

Dashboard > Mixtures / Products
= Mixtures / Products + New mixture / product | 7]
Q Dossiers
» Advanced search
results found )
Newest first w
~
[J Hazardous mixture ass
Purple Haze Chemicals ]]AH Delete
4dd70721-5588-40bf-a819-b50578695481 —
T W Clone
O
[ colouring agent MiM

Alternatively, you can open the dataset and create a clone by clicking on the three dots ...’
(ellipsis) in the top right-hand corner. This opens a list of functionalities including ‘Clone’.

Dashboard > Mixtures / Products > Hazardous mixture

= | @ Hazardous mixture - |®
£ Exportto i6z
Working context: | CLP Poison centres notification v B create POFRTE

= [=. Generate report
# CLP Poison centres natification B i

|Bl T verarcous minure

(%7 clone

D ._ c6-8e {W
Mixture name* L -

Hazardous mixture Clone dataset
Legal entity owner*

# Purple Haze Chemicals_updated | Helsinki | Finland

Other identifiers + New item

# Name type Name Country Remarks Action

Once the dataset has been cloned, it will appear in the list of mixture datasets named as
mixture '_CLONE_[date]’ which you can edit, then open and further edit specific sections in the
notification before creating a dossier.

[0 Hazardous mixture_CLONE_07.9.2020

Purple Haze Chemicals
dba1181e-8¢91-4f74-b621-9b8279bdbd3b A
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5. Preparing a PCN - section by section

5.1 Mixture identity and legal submitter

The following IUCLID documents comprise the mixture information and legal entity plus any
contact persons for the dossier.

5.1.1 Mixture/product name

This is the name of the mixture you entered when you created the ‘New mixture/product’
dataset. It does not necessarily need to be the trade name of your product, though can be.
This field is editable.

Dashboard > Mixtures / Products > Hazardous mixture

= @ Hazardous mixture

Zechebcé-8ef7-4dab-8d23-40cc11886056

Working context:  CLP Poison centres notification v

|T;; CLP Poison centres notification

— UUID: 2echebct-8ef7-ddab-8d23-40cc11886056
I| T| B ol |I UUID: 2echebc6-8ef7-4dab-8d23-40cc1 056

Mixture name*
Hazardous mixture

[T| Mixture information and product
identity

. i PT— Legal entity owner*
v
D L RIS ) T S e mé Purple Haze Chemicals | Helsinki | Finland

| | v | T Hazardous mixture

il Purple Haze Chemicals Other identifiers + Newitem
Mixture composition + # Name type Name Country
n Product identity
- Contact persons <+ New item
[~] Classification of the mixture +

and label elements

5.1.2 Legal submitter

Opening the legal entity document displays the legal entity nhame and UUID. This is the legal
entity that is checked against the logged in user of the ECHA Submission portal and is
considered the duty holder.

r,_\; CLP Poison centres notification

. - . UUID: ECHA-f428c44e-79b3-4f7f-a72b-78e7ceda3be4
& Hazardous mixture

General information

Mixture information and product )
identity Legal entity name*

Purple Haze Chemicals
Mixture identity and legal submitter

‘& Hazardous mixture

= - Remarks
Hﬁ Purple Haze Chemicals

_! The legal entity UUID specified at the mixture level must be consistent with the
legal entity in the ECHA Submission portal upon submission.

Legal entity type
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5.1.2.1 How to change the legal submitter

In the Mixture identity section, the legal entity details can be changed to a different legal
entity if needed. To remove a legal entity, click on the hyperlinked name of the legal entity
under ‘Legal entity owner’.

[2* CLP Poison centres notification

& Hazardous mixture
Mixture name*

v Mixture information and product .
identity e Hazardous mixture

UUID: 2ecbebc6-8ef7-4dab-8d23-40cc11886056

Mi identi d legal submi o Legal entity owner*
e foentity-and. legal stbmitics #ll Purple Haze Chemicals | Helsinki | Finland

I % Hazardous mixture

Click on the ‘X’ to remove the current legal entity assigned.

Mixture name*
Hazardous mixture

Legal entity owner

i Purple Haze Chemicals | Helsinki | Finland X

Click on ‘Select’ to open the available legal entities listings.

Mixture name*
Hazardous mixture

Legal entity owner
=+ select

© Legal entity owner field is mandatory.

Make a selection from the available legal entities listed in your working instance. If it is not
there, then the legal entity owner details will need to be imported e.g. from ECHA Accounts.

Select Legal entity X

Type at least 3 characters 6 results found

» Advanced search

Chem supplies 28/04/2021 16:57
. . 8b67b1fa-f2fe-459f-
Legal entity town Small Town Legal entity country Ireland uuID bafb-71c00e89a5e0
Purple Haze Chemicals 13/04/202111:17
ECHA-f428c44e-
Legal entity town Helsinki Legal entity country Finland uuID 79b3-4f71-

a72b-78e7ceda3be4
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5.1.3 Other identifiers

Can be used to add additional information about the mixture.

D CLP Poison centres notification

- .3 _Saf7 ¥ ’ 2605
7P e UUID: 2ecbebet-8af7-4dab-8d23-40cc1 1886056

Mixture name*
Hazardous mixture

B Mixture information and product (3
identity

Legal entity owner*
#é Purple Haze Chemicals | Helsinki | Finland

Other identifiers 4+ Newitem

> Mixture compaosition o “r
n Product identity o # MName type

Classification of the mixture
n and label elements o v

None

3 Mixture safety data sheets and ¢

Add a +New item and make a selection from the Name type picklist (e.g. Colour index). Then
add the specific information to the Name field - either by selecting a specific name from the
picklist (for fuels and stand formulas only) or by selecting ‘Other’

Set values X

Name type

Colour Index v
E number
FEMA number

INCI name

—— ISO name —

UN name/number

common name

fuels o

If ‘*Other’ is selected from the Name field, further information can be provided in the free text
field.

MName type
Colour Index
Set values X
Name type
Colour Index
Name

other: 45000—-45999
=

Country
None

Remarks
None

other:
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5.1.4 Contact person

A Contact person(s) is used to record the person's role and contact, for example, an
Emergency contact in the case of a limited submission, or a Contact point if the submitter is
not in possession of further information relevant for emergency health response.

Click on New item and either select an already created contact or create a new one.

Contact persons = New item

i
‘Person
|+ select
L W
W;
Person
. s Haze, Sadie; Tontunkolo | Haze | Sadie | Tontunkolo | Finland
If the Contact type picklist does not contain the correct type of contact you wish to specify,
you can select ‘Other’ and enter the information in the free text field.
Contact person e |‘ rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr
: Contact type
Contact type A ‘ 5
First name : competent person responsible for the SDS
Last name* dossier contact
© Last name field is mandatory. emergency contact

Organisation*
substance manager

@ Organisation field is mandatory.

toxicologist
Phone

other: &
Email
Country

In case of limited submissions, the contact type ‘Emergency contact’ has to be
selected.

-

Further, if the mixture is placed on the market in a single market area, then you must
provide only one emergency contact record containing this information. If the submission
is for multiple market areas, then you need to provide multiple Contact person(s)
records. Each record will contain the ‘Emergency contact’ person information for each
country, specified in the ‘Country’ field, even if the same details are applicable for all the
countries.
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5.2 Mixture composition document

The mixture composition document contains the list of all the components of the mixture. To
enter each components information in the mixture composition document, a New document
must be created first.

rf: CLP Poison centres notification

| & Hazardous mixture

v Mixture information and product
identity o

Mixture identity and legal submitter o

Mixture composition qr

Productid 4 New document

&
> Classification of the mixture
. and label elements o -

Mixture safety data sheets and @) 4
toxicological information i

Additional information

Once you create the mixture composition document a Components section is created where
you add the individual substances or mixture in mixture components (or interchangeable
component groups), by selecting New item.

Mixture composition.001 ® o 8| L4
UUID: f2aa9a83-213-49cf-b1da-ba5tb6811d46
Components
+ New item
# Name Function Typical co...  Concentrat.. Standardf.. Interchang.. Genericco.. Action

An empty component item is created and can be opened and completed by clicking on the item
(shaded in blue).

Mixture composition.001 % @ B | ¢
UUID: f2aa9a83-21f3-49cf-b1da-ba5fb6811d46
Components
+ New item
# Name Function Typical co..  Concentrat.. Standardf.. Interchang.. Genericco.. Action
Standard I h bl HETELE
1 None None None None formula nterchangeable F:ornp_onenl '
5 (SF) component identifier
group (ICG) (GCI1)

component
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A 'Set values’ box opens and specific values must be entered for each component.

Set values X

Name
Function
Typical concentration

Concentration range

Standard formula (SF) component
Interchangeable component group (ICG)

Generic component identifier (GCI)

Name: The name of the component. You need to first select if the type of component i.e. is it
a substance or mixture (i.e. mixture in mixture) component. Making a selection requires that
you then continue to identify the component.

Function: The function is only mandatory to include if you are indicating a GCI (generic
component identifier) component. In these cases, a selection must be made between perfumes
or colourants. In any other case, the information can be voluntarily provided.

Typical concentration/range: The concentration of components can be declared either as a
‘typical’ concentration (i.e. exact concentration), or a ‘concentration range’ and expressed in
either % (w/w) or % (v/v). Operators (>, <, £, =) must be included for reporting ranges.

0 Note that units should be reported in the same way for the concentration of all

components.
Declaring concentrations
Decla rlng Concentratlons must be in accordance Wlth Declaring concentrations under Annex VIII to CLP Regulation

I
I
I
| the allowed limits detailed in Annex VIII, unless

: specific provisions apply. Information on the allowed
I

I

I

I

I

ranges and working examples can be found here:
https://poisoncentres.echa.europa.eu/components-
of-major-concern

Only where components fit specific conditions outlined in Annex VIII to the CLP
Regulation should these component types be flagged. See Chapter 6 for more
information:

.-

Standard formula (SF) component
Interchangeable component group (ICG)

Generic component identifier (GCI)



https://poisoncentres.echa.europa.eu/components-of-major-concern
https://poisoncentres.echa.europa.eu/components-of-major-concern
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5.3 Adding a substance component

Creating a substance dataset is required for each substance component of the final mixture
that will be placed on the market. In addition, substance datasets will also be required for all
the substance components of any mixture in mixtures reported.

From the (main) Mixture composition document, you need to first create a New item. The
generated field for the component is numbered. Clicking on the field (shaded blue) opens the
Set values box where you select ‘Substance’ in the Name field.

Mixture composition.001 ® @0 3 |{
UUID: f2aa9a83-21f3-49cfb1da-ba5fb6811d46
Components
4+ New item
Set values X
# Name Funct
Name T 1
None Nong¢ . OV
o +select

Mixture / Product

Substance

Concentration range

Standard formula (SF) component
Interchangeable component group (ICG)

Generic component identifier (GCI)

The substance can be included in one of two ways, either by:
- selecting a previously prepared substance dataset from the list, OR,

- +Create a new substance dataset

Select Substance X

25 results found

» Advanced search

Water 65/04/2021 13:2
nventory number 231-791-2 CAS number UPAC name

Legal Entity Purple Haze Chemicals JUILC 8f34e793-bec1-47f7-a9d6-f6d001e17702 A
Butan-1-ol (123456) 7/03/2021 18:56

nv umber 200-751-6 CASnN e
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i) Selecting a substance from the list automatically fills the name section with what
was provided in the Substance dataset, plus is linked to all other information
included in that dataset.

" Set values X

Name
(1 1%
& Water | Water X

Function

Typical concentration

Concentration range
y . . . & . a F N % . N S . . |

i) Creating a substance dataset requires entering information manually for the:

Reference Substance: The reference substance information is required for substance
components (with the exception of generic component identifiers) — here you will also need to
either select a reference substance from the Reference Substance list if available or if not, you
can either download and import them directly into your working environment, or create your
own.

Legal entity: Note that the legal entity is mandatory to create the IUCLID dataset, however,
this is not mandatory for PCN purposes and no checks concerning this information are carried
out. Your own Legal Entity is automatically pre-populated but can be edited e.g. to an
undefined legal entity.

Substance name: The substance name is a free text field and is not language specific.
Therefore, it is at the discretion of the notifier to decide on the most appropriate language for
all recipients. Names in additional languages can be included in the Reference substance
document under ‘Synonyms’.

! Where more than one name exists for a substance component, these should not be
included all in this field. Additional names should be included in the reference substance
document under ‘Synonyms’ - see section 5.3.2

Create new Substance X

Reference substance

Legal Entity*
#l Undefined Company Name | Helsinki | Finland

Substance name*
@ Substance name field is mandatory.

Other substance identifiers + New item

# Identifier Identity Country Remarks Action
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5.3.1 Downloading a reference substance from the IUCLID website

A reference substance is used to define the identity of a substance, in such a way that the
definition may be re-used in more than one dossier if needed. While you can create reference
substance documents during dossier preparation, it is also possible and more efficient to
download and import them as a ready-made set from the IUCLID web site
(https://iuclid6.echa.europa.eu/get-reference-substances).

! Note that the set of reference substances available for download is not maintained and
errors and inconsistencies can exist. It is the responsibility of the user to verify the
information used in the notification.

From the reference substance page of the IUCLID website, begin by searching for the
substance using and EC or other product identifier. From the results list, select Download and
save the file locally (.i6z format) to a more meaningful name.

Search for and download Reference substances

EC Num CAS Num EC Name IUPAC Name
Molecular Formula
Search Reset
EC Num 4 CAS Num EC Name IUPAC Name Molecular Formula Link to i6z file
200-659-6 67-56-1 methanol methanol CH40 Download

To import the reference substance from the Cloud Dashboard, select Browse, and locate the
file that you have previously saved e.g. on your desktop.

= | Dashboard

Import IUCLID file(s) @ Overwite settings ; | If newer than axisting [
Substances
-
= Mixtures
78 Drop file to import or | Browse

Advanced import

J/ Articles

@53
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Once the reference substance file has been successfully imported, it will be available to use in
your reference substance repository list containing the information to identify the substance.
Import IUCLID ﬁ|E(S) o Overwrite settings : | If newer than existing |+

i Clear complete

51fac686-1c2e-47a3-ac17-4d7004a52b4d.i6z Open

= Reference substances ()

» Advanced search

Droj

19 results found

Sort by Newest first «

O perfume
76561¢76-9ed7-4b87-86(7-e472390ebb34

O ethanol

64-17-5 ethanol

200-578-6 ECB5-7d5e370b-6d34-4295-8e22-83733529014d

L1 GDPgef sub .

5.3.2 Creating and linking a reference substance
Linking a substance dataset to a reference substance can be done either a) from your
repository of reference substances or b) create a new one. To create a new one, a minimum of
information must be provided:

1. A reference substance name

2. The reference substance must have at least one of the following identifiers reported: EC
number, CAS number, IUPAC name, international chemical name, Colour index
or INCI name. Please note that international chemical name should be reported in

IUPAC name field.

@ Polymers are considered to be substances and need to be identified in the same way as
any other component, i.e. you have to provide a name and an identification humber as
described in Article 18(2) of CLP. Where no EC, CAS or IUPAC details are available, you
can report the known name in the ‘IUPAC name’ field in the Reference Substance

document.
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When you Create a new reference substance, the reference substance form is opened, and you
can enter the relevant information.

J\ The EC inventory is not an exhaustive list. If the substance is not found in the EC
inventory, you will need to enter the substance identity information manually.

Create new Reference Substance

General information

Reference substance name*
None
@ Reference substance name field is mandatory.

Invento
Inventory o
Inventory number @"
Inventory number P | i
None
EC / 231-790-7 / trans-4-methylcyclohexanaol f 7731-29-5 f CTH140
Reference substance information EC /2317912 water [ T732-16-5 ] H20
IUPAC name EC / 231-792-8 / estra-1,3.5(10)triene-3.17p-dicl diheptancate /
7732070 / C32H4E04
None
EC / 231-792-3 / zinc sulphate / 7733-02-0/ H2045.2Zn
CAS number
None | EC/231794.9/ hexadecane-1.16-diol / 7735-42-4 / C16H3402
CAS name 7 EC /2317954 /1.1 oxybis[2-chloroethancl] / 7737-02-2 / CAHSCI203
None v
Synonyms 4+ New item
# Identifiar Idantitv Ramarle Action

Molecular and structural information

Molecular formula

The Reference substance ‘Synonyms’ field can be used e.g. to include additional languages or
to include other names such as common names.

Reference substance information

IUPAC name
CAS number
CAS name

Synonyms + New item

# Identifier Identity Remarke Action

Hi | other: Finnish Vettd None i

2 other Swedish Vatten None 1]
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5.3.3 Classification (and labelling) of the substance

A new classification and labelling document must be included for the substance. A new
document can be created, or one can be copied from an existing source (see section 4.3.4.3).

D‘ CLP Poison centres notification
E‘ f;‘ Hazardous mixture
E| Mixture information and product identity
Mixture identity and legal submitter
E| Mixture composition +
E‘ ® Mixture composition.001

T mMim1
E| ‘ Substance 1

Identity of the substance

Classification and labelling +

Templates + New docum%
Product identity -=r
Classification of the mixture and label elements +
Mixture safety data sheets and toxicological information +

Additional information

The new document must have the classification of the substance indicated by making a
selection from the ‘Hazard categories and statements’ picklist. Specific concentration limits and
M-factors, if applicable, can also be indicated in the specific fields. If it is not classified for any
physical, health or environmental hazards, select ‘Not classified’. This selection freezes the
classification fields. Additional hazard classes may also be entered in this section.

CLP Poi tres notificati D i
P clson centes notfiestion Classification and labelling.001

E‘ 1‘ Hazardous mixture UUID: a9738683-4d14-439d-8d5f-64db87552c37
- ’ . ’ R Classification
t\ Mixture information and product identity
~ . B . Not classified
Mixture identity and legal submitter Q|
- | Hazard categories & statements
|L| Mixture composition -7 | “
E| ® yixture composition.001 L Ll
- (Acute toxicity - dermal) Acute Tox. 3-H311: Toxic in contact with skin.
B ¢ vwmn E

E| ‘ Substance 1

(Acute toxicity - dermal) Acute Tox. 4-H312: Harmful in contact with skin.

n Identity of the substance
(Acute toxicity - inhalation) Acute Tox. 1-H330: Fatal if inhaled

E| Classification and labelling +
| @ Classification and labelling.001 ] (Acute toxicity - inhalation) Acute Tox. 2-H330: Fatal if inhaled
Templates

(Acute toxicity - inhalation) Acute Tox. 3-H331: Toxic if inhaled.
Product identity

. . e v
u Tresrtremm arir s mhs e e 2 e + nhAnute oxicity - inhalation) Acite Tox AHA32: Harmful if inhaled

Mixture safety data sheets and toxicological + Carcinogenicity

information

Carcinogenicity

n Additional information
Route of exposure

Templates
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The labelling information related to substance components is not necessary but may be easily
included using the ‘Calculate’ function. This function calculates the information based on the
classification information entered in the previous step.

t It is the responsibility of the submitter to verify the results of the Calculate function in
the labelling section. The information can be edited if necessary.

~ Mixture information and product identity Labelling m
Mixture identity and legal submitter Signal word
Danger
~ Mixture composition +
Hazard pictogram
v| @ Mixture composition.001 L]
& Mim1
& & substance 1
Identity of the substance
v Classification and labelling + GHS02: flame GHS07: exclamation GHS09: environment
mark
| @ Classification and labelling.001 [i]
I Templates Hazard statements
Product idemity i + Newitem
Classification of the mixture and label elements +
Hazard statement
Mixture safety data sheets and toxicological information + H242: Heating may cause a fire.
Addit; | text
= Additional information dartionaliex
Colour and physical state +
pH + Hazard statement
H302: Harmful if swallowed.
Packaging (type and size) +
snatE Additional text
O Y Y P VPV VT VT 099 9 YY" Y

AFR A A 4 A A 4 4 & 4 A A A 4 4 A A 4 4 &

5.4 Adding a mixture-in-mixture component

5.4.1 Specifying the mixture and concentration

Creating a mixture dataset is required for each mixture-in-mixture (MiM) component that is
included in the final mixture that will be placed on the market. If reporting the known
substances of the MiM, specific substance datasets are required, each to be identified with
their respective identifier and linked to a reference substance.

t If all the substances in the mixture component (i.e. the MiM) are known, they need to
be reported individually, as for all other substances i.e. it should not be included as a
MiM. In this case any same substances have to be merged and reported only once.
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From the (main) Mixture composition document, you need to first create a New item. Clicking
on the field (shaded blue) opens the Set values box where you select ‘Substance’ in the Name

field.

Mixture composition.001
UUID: f2aa%aB3-21f3-49cf-b1da-ba5fb6811d46

Components
+ New item e X
i# Name Fu
IName T !
== i [+ 2% :
i ez | ! +select i
@ [ press Esc ta.c_lf EE_

Mixture / Product

I Substance

Concentration range
None

Standard formula (SF) component

Interchangeable component group (ICG)

Generic component identifier (GCI)

The Mixture (in mixture) can be specified in one of two ways, either by:

- selecting a previously prepared mixture dataset from the list, OR,

- +Create a new Mixture dataset

Select Mixture / Product b4

Type at least 3 characters 48 results found

» Advanced search

Hazardous mixture 30/04/2021 13:54

Legal Entity Purple Haze Chemicals
uuID 2ecbebc6-8ef7-4dab-8d23-40cc11886056 A

ixture .newformul
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Selecting a mixture dataset from the list automatically populates the Set fields box with the
name of the mixture in mixture and its associated information.

Set values X

Name
o
+ MiM X

Function

Typical concentration

WYYV VVVVIVVVVVVVVY

When creating a mixture dataset, you need to enter information manually for the mixture.

Mixture name: The mixture name is a free text field and should include the name of the
mixture as received by the supplier.

! Where more than one name exists for a mixture component, these should not all be
included in this field.

Legal entity owner: Note that the legal entity is mandatory to create the IUCLID dataset,
however, this is not mandatory for PCN purposes and no checks concerning this information
are carried out. Currently a Legal Entity selection must be made e.qg. it could be your own legal
entity.

Mixture name*

@ Mixture name field is mandatory.

Legal entity owner*

© Legal entity owner field is mandatory.

Other identifiers 4+ New item

= Name type Name Country Remarks Action

Contact persons =+ New item

Once the mixture name has been provided and saved, the Set values box need to be
completed as for substances:




PCN: a practical guide - version 4.0 47

Function: The function is only mandatory to include if you are indicating a GCI (generic
component identifier) component. In these cases, a selection must be made between perfumes
or colourants. In any case, the information can be voluntarily provided.

Typical concentration/range: The concentration of components can be declared either as a
‘typical’ concentration (i.e. exact concentration), or a ‘concentration range’ and expressed in
either % (w/w) or % (v/v). Enter the relevant information either if the MiM component
conforms to either 100% of the final mixture, or only a part of the final mixture. Operators (>,
<, £, 2) must be included for reporting ranges — note ca. is not permitted.

r =5 =

@ Note that units should be reported in the same way for the concentration of all
components.

Declaring concentrations for hazardous and non-hazardous components must be in accordance
with the allowed limits detailed in Annex VIII (unless specific provisions apply). You can find
more information about these ranges, including working examples
https://poisoncentres.echa.europa.eu/components-of-major-concern

Set values X

Name
o
£ MiMm X

Function

Typical concentration

Concentration range

Standard formula (SF) component

Interchangeable component group (ICG)

Generic component identifier (GCI)

-

Only where components fit specific conditions outlined in Annex VIII to the CLP
Regulation should these component types be indicated. See Chapter 5 for more
information:

Standard formula (SF) component

Interchangeable component group (ICG)

Generic component identifier (GCI)



https://poisoncentres.echa.europa.eu/components-of-major-concern
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5.4.2 Completing information about the MiM

This section describes the MiM relevant documents and how information should be entered into
IUCLID when the composition of a MiM is not fully known.

When a mixture (in mixture) component is added to the main Mixture composition document
and you click on Save, an additional set of information fields is generated in the navigation
tree. Using the arrows to collapse and expand sections. To enter information for the sections, it
is required to first create a New document.

v Mixture composition =+
e ® Mixture compaosition.001 @
& Water
R ¢ MM
/" Mixture in mixture (MiM) identity ()

I MiM composition +
I MiM unique formulai < New document
i MiM suppliers -

i1 Classification and labelling +

R Y I T T T T T T T

- - -

Note that depending on the information you use to report your mixture in mixtures, not all
the sections and fields need to be completed. Please check the Guidance on Annex VIII
(outlined in Annex VIII to CLP Part B; 3.2.2) to determine which information is mandatory
to be provided for your mixture in mixture.

3.2.2. Mixture in mixture

When a mixture 15 used in the composition of a second mixture placed on the market, the first mixture 1s referred to as a mixture in mixture
(“MIM™).

Information on the substances contained in a MIM shall be provided in accordance with the criteria of Section 3.2.1, unless the submitter does not

have access to information on the full composition of the MIM. In the latter case,

(a) 1if a UFI has been created for the MIM and the appointed body has received the information on the MIM in a prior submission, the MIM
shall be identified by means of its product identifier in accordance with Article 18(3)(a), together with its concentration and UFI;

(b) if a UFI has been created for the MIM, but the appointed body has not received the information on the MIM 1n a prior submission, the MIM
shall be identified by means of its product identifier in accordance with Article 18(3)(a), together with its concentration and UFI and the
compositional information contained in the Safety Data Sheet in accordance with Annex II to Regulation (EC) No 1907/2006 of the MIM
and any other known components, as well as the name, email address and telephone number of the MIM supplier;

(c) in absence of a UFI, the MIM shall be identified by means of its product identifier in accordance with Article 18(3)(a), together with its
concentration and the compositional information contained in the Safety Data Sheet in accordance with Annex IT to Regulation (EC) No
1907/2006 of the MIM and any other known components, as well as the name, email address and telephone number of the MIM supplier.
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MiM identity was provided i.e. a name (and legal entity), during the creation process in the
previous step. You can add information in the ‘Other identifiers’ field for the MiM e.q. if it
conforms to a Standard Formula or a fuel as outlined in Annex VIII. It is not necessary to
include contact persons for the MiM here as this can be done for in the MiM supplier section as
described below.

Mixture name*
E| Mixture information and product identity Mitd

Legal entity owner*

n Mixture identity and legal submitter
#l Purple Haze Chemicals | Helsinki | Finland

B Mixture compaosition +

1@ Micture composition.001 fit Other identifiers 4+ Mew item

E ® Mixture composition.001.COPY
[*] ¥ mm
[]  Mixture in mixture (MiM} identity

| £ Mim

f Purple Haze Chemicals

# Name type Name

Contact persons 4+ Newitem

MiM composition: Substance (only) components of the MiM are entered here. The substance
component is further expanded to include information about the MiM substance’s identity
(reference substance) and classification (see section 4.3.5.3 and 4.3.5.4).

E Mixture in mixture (MiM) identity Components

LR 4+ Newitem

M Purple Haze Chemicals

# Name Function

E MiM composition

e Composition.001

E * MiM substance

4 MiM substance | MiM
Substance ref sub

EJ  identity of the substance

Classification and labelling

MiM UFI: The UFI of the MiM as provided by the supplier can be included in this field where
available. The Regulatory programme (CLP unique formula identifier) must be selected and the
UFI entered in the ID field.

[~] MiM unique formula identifiers (UFI) ok |dentifiers.001
| @ identifiers.001 L UUID: 1a22f404-730e-40a2-bfB9-665132d0d522
B wiMsuppliers D .+ Regulatory Programme Identifiers
Classification and labelling + Regulator  Set values
MiM safety data sheets + -
E ® (Composition.001 L] Regulatory Programme
CLP unique formula identifier (UFI)
E‘ ‘ MiM substance 1 ID*

% !

© D field is mandatory.
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MiM supplier: The supplier details can be included by making a selection form the list of
available suppliers (meaning, legal entities), or, if the details are not listed, a +New document
can be created and the relevant details for the MiM supplier provided (the name, email address
and telephone number of the MiM supplier).

! When specifying the MiM supplier details, ensure to use EU supplier details. This
is to assist Authorities in case of further follow up on composition.

General information

Legal entity name*

@ Legal entity name field is mandatory.

Legal entity type

VYVVVVVVVVVVVVVVVVVVV

Address ® ®

Address 1
Address 2
Postal code
Town

Region / State
Country
Phone

Fax

Email

Classification and labelling (MiM): The classification of the MiM must be indicated here by
including all the hazard categories and statements. The labelling elements of the MiM are not
required but can be easily included using the Calculate function following verification of the
results by the submitter.

MiM safety data sheet: Not mandatory information in any case, but the field is available for
optional upload in multiple languages.
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5.4.3 Entering information for MiM composition

After having created the ‘MiM composition’ document, a ‘Components’ section appears. Here it
is possible to add the known substances which are part of the composition of MiM. Each
substance is added by clicking New item.

CLP Poison centres notification .
[2 Composition.001

[v] ¥ Hazardous mixture UUID: 499ff2c2-fc65-4aaa-D7b1-700015e13164
Components

E Mixture information and product identity

n Mixture identity and legal submitter + New item

E Mixture composition + # Name Function Typical ¢

E ® Mixture composition.001
1

u & Water @
[v] T mm
u Mixture in mixture (MiM) identity

E MiM composition +

| @® Composition.001

Clicking on the area of the created item (shaded blue) under ‘Components’ open a specific Set
values box for the MiM substances.

Set values
Name
Set values X
Function
:rName !
o
Typical concentration | +select
Mixture / Product
Concentration range
Substance

T, Concentration range

Name - Note that in the Name field, only Substance components are allowed to be added
within the MiM composition.

Function is not mandatory to provide but can be provided voluntarily.
A ‘typical concentration’ or a ‘Concentration range’ has to be provided for the substance

in the MiM. Normally this information is sourced from the SDS and it is not subject to any
check.
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5.4.4 Entering information about a MiM’s substance identity and
classification

From the Set values box, selecting Name begins the process of identifying the substance
components of a MiM. Identifying the substance can be achieved in one of two ways:

- By selecting an existing dataset, or
- By creating a new dataset

In any case, each substance component included in the MiM composition has to be linked to a
reference substance in the ‘Identity of the substance’ document, and the classification
provided. Use the >’ arrows in the navigation tree to further open the MiM substance section
to reveal the Identity of the substance and the Classification and labelling documents.

v Mixture composition +
v @ wmixture composition.001
[ > | & water

[ v | L Fragrance blend

P L el el

Mixture in mixture (MiM) identity >

f 22 A
I [}

I MiM composition I + B

MiM composition +

I MiM unique formula identifiers (UFI

I . . v @ Composition.001
I MiM suppliers

I S . v| & MiMsub1
I Classification and labelling

¥ . v Identity of the substance
" MiM safety data sheets

| v & MiMsub1
2 Undefined legal entity

“‘ MiM substance 1

v Classification and labelling -

@® Classification and labelling.001

A New ‘Classification and labelling” document will first need to be created then filled in with,
as a minimum, the classification of the substance for physical and human health hazards or the
indication ‘Not classified’, as applicable. The labelling information is not mandatory but can be
provided on voluntary basis.

v & MM substance
v Identity of the substance
& MiM substance

Classification and labelling +

Inherited templates + Mew document

MiM unique formula identifiers (UFI) {1
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w

5.4.5 Preparing a notification for 100% MiM

In specific situations, when the submitter is not in possession of sufficient compositional
information as required by Annex VIII (and it is not able to obtain it from the supplier), it can
be acceptable to make a notification where one mixture in mixture constitutes 100% of the
final mixture composition.

CLP Pois:

on centres notification

Mixture composition.001

Biocide mixture (100% MiM)

Mixture information and product identity

Components

New item
and legal submitter

# Name Function Typical concentration
composition

Mixture composition.001 Li] 1 Biocide mixture (100% MiM)

Biocide mixture (100% MiM)

This still requires a full notification, meaning that you:

1.

Create a new mixture dataset for the working context of CLP poison centre
notification

Enter all the required information in the notification for the final mixture

a.
b.

C.
d.

Dossier header section (e.g. markets, languages, notification type)

Product information section (e.g. packaging, use type, main intended use, trade
names, colour, physical state)

UFI and other identifiers section (generate and add your own UFI)

Mixture information(e.g. classification & labelling, toxicological information, pH)

Create a mixture composition document and enter all the required information for the
mixture in mixture

a.
b.

Add a Mixture component

Provide the name of the mixture and specify a legal entity (this could be an
undefined legal entity or even your own)

A 'Set values’ box will be created to enter the typical concentration. Here is
where you would specify 100%.

Once you save this information, open the MiM component in the left-hand side of
the page - you will see a humber of additional sections to complete

The MiM component sections include:

a.
b.

"o a

MiM identity (automatically filled in from step 3.b)
MiM composition (this is where you would add the individual substance
components of the MiM. Each substance requires a name and a concentration.
In the next level down of each substance, you need to:
i. create New document for the Identity of the substance and provide a link
to a reference substance
Plus
ii. create New document for the Classification and Labelling and indicate the
classification of the MiM
MiM UFI section - here is where you add the UFI of the supplied mixture
MiM supplier — here you add the supplier details
Classification & labelling - add the classification of the MiM
MiM safety datasheets - here it is possible to attach safety datasheets
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5.5 Product identity (information) document

The product identity document contains the information required for the identification of the
product or products containing the mixture as placed on the market. To create a product
identity document, select New document (from the navigation tree).

Product identity

E Product information +

B !® productinformal + New document
n ® rroduct information details 2 @ L]
n i ® product information details 3 L]
| n i ® product information details 4 L]
n Unigue fermula identifiers (UF1) and other +
identifiers

0 Creating multiple product information documents is possible for a mixture where it may
be desirable to separate the information for specific products containing the mixture
e.g. there may be different trade names or UFIs or perhaps different market areas. It
may also be useful to have a separate product information record if e.g. a duty holder is
including additional information for a distributor customer.

The product identity document contains the sections Group submission (relevant only for that
specific submission type and covered in section chapter 8), Product identifiers (section 5.5.1)
and Additional information (section 5.5.2).

Product information.001

Group submission

For a group submission, specify to which mixture it applies:

Product identifiers

Trade names + New item

# Trade name

Other names + New item

# Other name
Unigue Formula Identifier (UFI) and other identifiers

Additional information

Colour and physical state

Link to the information abouwt colour and physical state

Packaging
Product not packaged

Link to the packaging information

Product use category
Use type

Main intended use

Secondary uses

Market placement

Active market (country)

Ceased market (country)
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5.5.1 Product identifiers
Product identifiers include trade and other names and the UFI. Individual items are added by
clicking on the +New item.
Product identifiers

Trade names 4+ Newitem

# Trade name Action

1 Zuper final mixture 1]

2 Super final mixture 1]
Other names + Newitem

# Other name Action

Unique Formula Identifiers (UFI)
0200-UOCW-500C-Q2U3

Trade names: The trade name of the product, as indicated on the label, is to be entered here.
It is possible to include multiple trade names in the one IUCLID document (for instance when
the same mixture is placed on the market with different trade names, but the same product
information applies). Alternatively, they can be each added individually in separate Product
documents. In any event, multiple trade names should not be included in a single “Trade
name” field, but rather included as different new items.

! If you have multiple trade names, they need to be included as individual items.
Do not include all trade names in a single field of entry.

Trade names + New item

= Trade name

1 Shiny, Kiiltéva, Brillante, Glénzende x

Other names: Any other names which may appear on the label and can be useful to facilitate
the identification of the mixture, can be included in this section.

UFI and other identifiers:
A single or multiple Unique Formula Identifier (UFI) are added in this section of Regulatory
Programme Identifiers. There are three CLP PCN relevant identifiers:

i UFI - a 16-character alphanumeric code with a defined format, is included in this
section. The UFI generator is available tool is available from ECHA’s Poison Centre
Website https://poisoncentres.echa.europa.eu/ufi-generator

ii. Related PCN number - If you are submitting a ‘New notification after a significant
change of composition’ then you need to indicate the CLP related PCN number (See
chapter 11 for details on updates).



https://poisoncentres.echa.europa.eu/ufi-generator
https://poisoncentres.echa.europa.eu/ufi-generator
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iii.  Multi-component product identifier - allows to indicate that certain mixtures
(notified separately) belong to the same multi-component product (see section 7.2 for
full details).

Regulatory Programme Identifiers

Regulatory Programme Identifiers + Newitem h—

grReguIatorg.r Programme

# Regulatory Programme D |
A

CLP multi-component product identifier
CLP related PCN number

CLP unique formula identifier (UFI)

U FI Gen erator tool m Unique Formula Identifier Generator

https : //ufi . echa . eu rODa i eU/#/CI"eate CREATE UFIS VALIDATE UFT GET A COMPANY KEY P

UFI user guide (translations available) and other support
https://poisoncentres.echa.europa.eu/ufi-generator

5.5.2 Additional information

Additional information on the product includes the following fields:

5.5.2.1 Colour

Single or multiple colour selections are available. Selecting multiple colours, e.g. colourless and
blue, means that the product is placed on the market in these variations (for instance when a
mixture composition differs for colourants which are identified with the same Generic
Component Identifier, see section 6.1).

TColour T
\ ~
Additional information | U Setectiesclectall
Colour and physical state | ¥ e v
i Link to the information about colour and physical state i
:L Vone 4“ —_—) black
"""""""" T
T . blue v
brown

gold



https://ufi.echa.europa.eu/#/create
https://poisoncentres.echa.europa.eu/ufi-generator
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5.5.2.2 Physical state

A selection must be made for the physical state at 20°C 101 hPa of the product (i.e.
gas/liquid/solid). Optional information for the form and intensity can be included from the
available picklist (e.g. solid: flakes; transparent).

Physical state at 20°C and 1013 hPa
liquid

Form

gel
liquid @
liquid: viscous

liquid: volatile

0 Note that making a selection for a physical state enables/disables certain ‘Forms’.

5.5.2.3 Packaging

If a mixture is supplied in different types and sizes of packaging, information on all the
relevant types and sizes (no ranges permitted) placed on the market have to be included.
Additionally you can indicate if the product is not packaged.

Additional information

Colour and physical state

Link to the information about colour and physical state

Packaging
Product not packaged
Link to the packaging information

Multiple packaging sizes can be indicated in one packaging item.

Create new FLEXIBLE_RECORD.Packaging X

Packaging

Type of packaging in contact with the product (container type)
bottle

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

[}
Size of packaging in contact with the product (container size)
1 L hd
1]
Size of packaging in contact with the product (container size)
500 mL
1]
Size of packaging in contact with the product (container size)
100 mL
[1]
Size of packaging in contact with the product (container size)
50 mL
Packaging related attachments + New item

# Type of attachment Attached document Action
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However, different packaging items are required if more than one packaging type is used

Packaging

Link to the packaging information

barrel / drum | 25 L x
bottle | 1 L| 500 mL | 100 mL | 50 mL X
+ Select

@ Note that mixtures for use at industrial sites only that can benefit from a limited
submission, are not mandatorily required to have packaging indicated.

Any packaging related documents e.g. an example label, may be included. Files accepted
include, but are not limited to pdf, word, jpeg.

Packaging

Type of packaging in contact with the product (container type)

Size of packaging in contact with the product (container size) + New item
Packaging related attachments + New item
# Type of attachment Attached document Action
1 L]
{wr
vl

5.5.2.4 Product use category information

Product use category

Use type
v Consumer

Main intended use
PC-AIR-4 Air care products for vehicles

Secondary uses

i. Use type: The selection of the use type(s) should reflect both the mixture as placed on
the market as well as for other mixtures if it is incorporated for use further down the
supply chain. For example, the use type of a mixture supplied for use at industrial sites
will also need to reflect other use types if it is used as a mixture for further formulation
in professional or consumer use products.

Product use category

:r Use type
Select/Deselect all
im
&
' consumer v -

professional

industrial
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ii. Main intended use: A single main intended use category per Product details record is
required. The categories listed are those available from the European Product
Categorisation System (EuPCS). Scroll through the list or use the search functionality

Main intended use

i T= Please search and select...

-0R -

S
'
'
'

laund v

t| PC-CLN-3 Bleaching products for cleaning or laundry use (excludes biocidal products) (P ™ . _____________
Products = PC Chemical products (excludes biocidal products) = PC-CLN Cleaning, care
and maintenance products (excludes biocidal products) > PC-CLN-3 Bleaching products for
cleaning or laundry use (excludes biocidal products))

b PC-DET1. Laundry detergent for hand washing (P Products > PC Chemical products
(excludes biocidal products) = PC-DET Detergents and auxiliaries for laundry and
dishwashing (excludes biocidal products) > PC-DET-1 Laundry detergents = PC-DET-1.1

Lagdvgeterggnifoghandgrasiig) o o o o & & A A A A 4 A A A

Note if the product may fit multiple categories and is subject to authorisation according
to the Biocidal Product Regulation (BPR) or to the Plant Protection Product Regulation
(PPPR), the product category reflecting the intended use as a biocide or plant protection
product must be selected as Main intended use.

Main intended use
PP-BIO-1 Biocidal products for human hygiene (P Products > PP Biocides and plant protection products = PP-BIO Biocidal

products = PP-BIO-1 Biocidal products for human hygiene)
Secondary uses
v PC-CLN-3 Bleaching products for cleaning or laundry use (excludes biocidal products) (P Products > PC Chemical products
(excludes biocidal products) = PC-CLN Cleaning, care and maintenance products (excludes biocidal products) = PC-CLN-3
Bleaching products for cleaning or laundry use (excludes biocidal products))

iii. Secondary uses: This is optional information that can be provided for those products
that fit several main intended use categories.

EuPCS practical guide and supporting material available:
https://poisoncentres.echa.europa.eu/eu-product-categorisation-
system



https://poisoncentres.echa.europa.eu/eu-product-categorisation-system
https://poisoncentres.echa.europa.eu/eu-product-categorisation-system
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5.5.2.5 Market placement

The complete lists of market areas included in the product record must match the full list
indicated in the dossier header. In case of multiple Product records, each Country indicated in
the dossier header must be selected at least once, either in the “Active market” or in the

“Ceased market” lists.

} CLF Poison centres notification
Additional information

Dossier name (given by user)

Hazardous mixture 108 Market placement
Dossier submission remark Active market (country)
ﬁ ~ Denmark
- 1F ~ Fi d
Specific submissions Finlan
~ Sweden
PCN number*
9261f03d-c1d5-4ac7-9330-1 2f8832f46¢3 Ceased market (country)
, ~ Morway
Country (market placement)* :
+ Denmark
+ Finland
~ Norway
~ Sweden

i. Active market: Earlier in the preparation phase, all the relevant market areas were
indicated in the dossier header for the whole notification. These market areas need to
be indicated accordingly per product record. If the same product is placed on different
market areas, all the relevant countries can be selected in the same product record.
Alternatively, several product information documents can be created and the countries

assigned as relevant.

ii. Ceased market: The submitter can indicate in an update whether the placing on a
specific market area of a product has ceased. The relevant Country or Countries can be
selected in this list. At the same time the same countries have to be deselected by the
“Active market” list of the same Product record.
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5.6 Classification and labelling of the (final) mixture

This section must contain all the correct and relevant hazard statements from a predefined list
of existing values (according to the CLP regulation criteria).

t Only a single classification and labelling (C&L) record can exist for a mixture for a
standard submission. Entering multiple C&L records for this submission type will result
in a validation rule failure. See Chapter 7 for more on classification and labelling for
group submissions.

5.6.1 Classification information

Not classified: If your mixture is not classified for any physical, health or environmental
hazards, select ‘Not classified’. This selection freezes the classification fields.

Classification

~ Not classified

Physical and health hazards: Select all the hazard category and statement for each of the
hazard classes your mixture falls under, by selecting from the pick list. Pre-emptive text is
available for searching.

Classification

Not classified

Hazard categories & statements

-

i skin

! ~
L (Acute toxicity - dermal) Acute Tox. 1-H310: Fatal in contact withskin.  pooo-.
H

(Acute toxicity - dermal) Acute Tox. 2-H310: Fatal in contact with skin.

(Acute toxicity - dermal) Acute Tox. 3-H311: Toxic in contact with skin.

(Acute toxicity - dermal) Acute Tox. 4-H312: Harmful in contact with skin.

Skin Corr. 1-H314: Causes severe skin burns and eye damage

Skin Corr. 1A-H314:; Causes severe skin burns and eye damage v

Environmental hazards: If your mixture is classified for physical or human health hazards,
then it is not mandatory to indicate any environmental hazards though they can be included
for completeness. If your mixture is only classified for environmental hazards and you are
making a voluntary notification, then you will need to indicate the classification accordingly.

Additional hazard classes: Free text fields are available to include additional hazard classes
and statements in all relevant languages.
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5.6.2 Labelling information

Like with the substance and mixture in mixture datasets, the labelling elements (mandatory for
the final mixture) can be automatically filled using the calculate button. The submitter should
verify and possibly correct or complete the information generated. The fields included in the
labelling document include the following:

Signal word: Danger, warning or no signal word are available in the drop-down list.

S|g|1a|\«0rd

|
L Danger

Waming

No signal word
{II'I'
—

[T TR T 'Y ¥

Hazard pictogram: Multiple selections of hazard pictograms are available according to the
CLP Regulation.

Hazard pictogram

000@00@0@

DGHsm explndlng FGHs02: flame  [FIGHS03: flame GHS04: gas  [Z1GHS05: corrosion 4 6HS06: skull and MGHso7: .GHSDB health FleHso0:
over circle cylinder crossbones exclamation mark hazard environment

Hazard and Precautionary statements: This section must contain all the correct and
relevant (labelling) hazard and precautionary statements from a predefined list of existing
values (according to the CLP Regulation criteria).

! Some statements contain free text fields to include additional text information. This
information should be provided in all the relevant languages where the mixture will
be placed on the market.

Hazard statements

+ Newitem

é Hazard statement
H351: Suspected of causing cancer <state route of exposure if it is conclusively proven that no other routs of exposure cause the hazards.
Additional text
nl
Free text field for additional information

é Hazald statement

L H200: Unstable explosives.

H201: Explosive; mazs exploszion hazard.

HZ202: Explosive, severe projection hazard.
sl P W WO OO OV YV V V VV V VV YV Y Y Y Y Y Y Y Yy Yy Y YT Y YT Y YV YV YYY
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Additional labelling requirements: This section refers to the supplemental hazard
information, namely EUH-Statements.

0 Some mixtures are classified only for EUH208, which applies to mixtures that are not
classified as sensitisers but however contain at least one sensitising substance. The
Guidance on Annex VIII considers these mixtures are only subject to voluntary
notification.

Additional labelling requirements
Additional non-GHS hazard statements + Mewitem

EUHO14: Reacts viclently with water -[European Union] 1

EUHO18: In use, may form flammable/explosive vapour-air mixture {European Union]

EUHO19: May form explosive peroxides -[European Union]

Additi
EUHO029: Contact with water liberates toxic gas.-[European Union]

Notes EUHOD31: Contact with acids liberates toxic gas.-[European Union]
+ N

EUHO032: Contact with acids liberates very toxic gas.{European Union]

EUHO44: Risk of explosion if heated under confinement.-[European Union]

Notes: This section includes a picklist from which you can select additional sub-categories for
GHS classification.

MNote 1-{This concentration limit for elicitation is used for the applicationo..] ™ ]
Note 2-[The concentration of isoc stated is the percentage by weight of ._]
Mote 3-[The concentration stated is the percentage by weight of chromate ions ..]

MNote 5-[The concentration limits for gaseous mixtures are expressed as volume ]

Note 7-[Alloys containing nickel are classified for skin sensitisation when th...]



64 PCN: a practical guide - version 4.0

5.7 Mixture SDS and toxicological information

Create a new record for the toxicological information or copy from an existing one where
available and relevant. In all cases, this section must include the information on the
toxicological effects of the mixture, or its components, as required in Section 11 of the safety
data sheet for the mixture.

Toxicological information: Only one toxicological information document is allowed per
notification of standard submissions. However, if the submission is for multiple
markets/languages, then this information must be given for each language selected in the
dossier header. Toxicological information for group submissions is covered in Chapter 7.

! You must ensure that the information entered here is ‘stand-alone’ information and
does not contain, for example, cross-references to other sections of the SDS.

Safety data sheet: Attaching the safety data sheet (SDS) of the mixture is not mandatory
and does not release the duty holder from the provision of information in the required format.
Multiple SDS attachments are possible, and Country and Language information can be
included.

Mixture safety data sheets and toxicological information.001

Information on mixtures

Safety data sheets of mixture / product @

+ Newitem

# Safety data sheet Country Language

HE 1_windox SDS.pdf @

Toxicological information (section 11 of SDS)
fi
Tiedot myrkyllisista vaikutuksista
Seoksen myrkyllisyysominaisuuksista ei ole kokeelliseen ndyttéén perustuvia tietoja
Vaaralliset terveysvaikutukset
Jos altistus on toistuvaa, pitkaaikaista tai tydperaisen altistumisen raje-arvot ylittdvas, tuotteella voi olla haitallisia
terveysvaikutuksia altistustavasta riippuen

A- Nieleminen (valitén vaikutus):

—&}tc: r}-‘kf.-lﬁils'_l-: S:aet 3 II? ﬂ}e”: Ii?ia:_pe}s:ieﬂjc-ki%riteﬂei;aitﬁt;-' eikd uc'.aﬁa'l En hj\-na"L - A A A A
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5.8 Additional information

The Additional information section contains the information for pH. To provide this information,
you can create a new pH document or use the ‘Copy data from...” functionality. For information
on how to provide pH for a group submission, refer to Chapter 8.

There are two options to provide information on the pH, either:

i) pH not available: If the pH cannot be measured, you must tick the ‘pH is not
relevant’ box. You should not indicate a pH value nor a solution concentration. In
this case the justification for not providing a value must be given.

+' pH is not available

Justification

s

substance/mixture is a gas
substance/mixture is non-polar/aprotic
substance/mixture is non-soluble (in water)
substance/mixture not stable

substance/mixture reacts with water

m

i) pH available: To provide a pH value you can provide an exact value or a range:
- To indicate the exact pH value, only a single numerical entry is required

- To provide a range you must use the relevant operators e.g. <,>. The operator ‘ca’ is
not accepted for reporting the pH in poison centre notifications.

@ When the pH =<3 or >=10, the preferred maximum range width is 1 unit.
When the pH 3 < or <10, the preferred maximum range width is 3 units.
Going beyond these limits will trigger a quality rule contained in a validation report and

sent with the notification to the Member State (i.e. this will trigger a warning, see
section 5.1.1).

Solution concentration: This is a mandatory field when the pH value is provided.

Key value for chemical safety assessment
pH value
>EMil 6.5 < Vv 68

Solution concentration (%)
100



66 PCN: a practical guide - version 4.0

6. Mixture composition - specific cases

This section covers the mixture composition document in specific circumstances
e Indicating a generic component identifier (GCI)
e Indicating a standard formula (SF)

e Indicating an interchangeable component identifier (ICG)

6.1 Indicating a generic component identifier (GCI)

A generic component identifier can be used to identify those components used exclusively to
add perfume or colour, and only if they are not classified for any health hazard. These are
referred to in this document as “"GCI components”.

The same type of GCI, i.e. “perfumes” or “colouring agents”, can be used to identify one or
more components. However, the concentration of a given GCI cannot exceed in total 5% for
the sum of perfumes, and 25% for the sum of colouring agents.

0 Note that a classification record is mandatory for GCI components.

If there are multiple components to be identified with the same GCI and have the same
classification for physical and/or environmental hazards, these can be covered by one
single GCI component.

Alternatively, the same GCI can be used more than once in the same composition, as
long as the maximum concentration threshold of 5% or 25% is not exceeded.

GCI components can be either substances or mixture in mixtures. In either case, a GCI
component must have a name, and a function specified (i.e. either ‘perfume’ or ‘colourant’), a
concentration indicated, and the GCI check box must be flagged.

To add a GCI component from the mixture composition document, select New item, and a Set
values box will appear.

Set values X
Name @
+ Select
tu Product
Substance

Concentration range

Standard formula (SF) component

Interchangeable component group (ICG)

Generic component identifier (GCI)




PCN: a practical guide - version 4.0 67

In the Name field, select ‘Substance’ or ‘Mixture’ to open the respective listing page. You can
select an available dataset from the list if it has already been prepared earlier, or, you can
+Create a new one.

=3 -

=3 -

To create a new one, provide the name of the component (e.g. “Perfume” or “Colouring
agent”) and specify a legal entity.

i| Note that the legal entity is mandatory to create the IUCLID dataset, however, this is

Gl not mandatory for PCN purposes and no checks concerning this information are carried
out. Currently a Legal Entity selection must be made e.q. it could be your own legal
entity.

The reference substance information is not required for GCI substance components

Substance name*
Perfume

Legal Entity*
Purple Haze Chemicals | Helsinki | Finland
Identification of substance

| Reference substance @~
:+Select

== j

Complete the Set values box with the function, concentration and mark the GCI checkbox. If
the GCI component covers multiple perfumes or colouring agents, their total concertation has
to be provided.

Set values X

Mame
Perfume

Function
perfume

Typical concentration
5 % (u/v)

Concentration range

[/] Generic component identifier (GCI)

If the GCI component is added as a mixture, the standard identification requirements for
mixture in mixtures do not apply (i.e. no need to provide UFI, composition and supplier’s
details).
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6.2 Indicating Standard Formula (SF)

Standard Formulas have been developed specifically for cement, gypsum, ready-mixed
concrete and are listed in Part D, Annex VIII. For mixtures that conform to a Standard Formula
specific, less strict requirements apply and the submission can deviate from the standard
requirements.

You can prepare specific Standard Formula datasets (compositional information) by
downloading ready-made datasets from the Poison Centre website or prepare your own.

A mixture may include a Standard Formula as either:

i. one that constitutes 100% of the final mixture (in this case the mixture as a whole
conforms with the standard formula), or,

ii. one which conforms only in part with a standard formula as it contains other
components in addition to it.

Standard formula components can be reported:

i in the main mixture composition, each individual component flagged as Standard
Formula

Mixture composition.001
ula - 1 [Portland cement with ane e Lo P e

641bb38530d

N . o Components
E Mixture information and product identity
+ Mewitem @ Importfile V'
u Mixture identity and legal submitter

— # Name Function Typical concentration Concentration range Standard formula (SF) compo...
Mixture compasition +
| E ® jicturs composition 001 [] & Portland cement clinker =
i1 Portland cement clinker | Portland 86.5 100 % (w/w) [}
Bl % Portland cement clinker cement clinker
re 5
B & cocumabne 4 Calcium sulfate | Calcium —
) P2 08 % (w/w) ]
Bl Fluedustinorgenic natural mineral materiels sulfate | Calcium sulfate
B & voni s - % Flue dust/Inarganic natural 05 % (i) =
! % (w/w)
mineral materials S -
B 2 to0efme
S BT . & Iron(ll) sulfate | Iron(ll) sulfate | 01 %(ww) =
i - (w/w
Iron(ll) sulfate
Classification of the mixture and label elements  + :
Mixture safety data sheets and toxicological yg Tl sulfete | Tin(l) sulfate 001 % (wiw) =
information Tin(ll) sulfate . —

Bl Additional information

ii. in a MiM composition document (flagged as a Standard Formula) and consisting of
components in a Standard formula composition document

ituen: clinker] LUID: €0b78054 5831-2bf3 89970754 1ecc2da

[¥] ¥ cementstandard Formula -1 [Portiand cement with one m:
Components

[¥]  Mixture information and product identity

+ Newitem ) Importfile Vv
n Mixture identity and legal subrmitter

# Name Function Typical concentration Concentration range
Mixture composition +
[¥] ® compoattion oot L] i & Tin (1) sulfate 001 % (ww)
T portland t
[¥] ¥ portand cemem P2 & Iron{ll) suifate | Iron{ll) sulfate | Iron(ll) sulfate

Bl standard formuia (SF) identity

i3 % Flue dust/Inorganic natural mineral materials
[~]  sFcomposition +

| [¥] ® compositon.0ot ] 14 # Calcium sulfate | Calcium sulfate | Calcium sulfate 08 % (wiw)

&
o) Elcos 4 Portland cement clinker | Portland cement clinker |

s 86.5 100 % (w/w)
& iron(l) sulfate Portland cement clinker

T Flue dust/inorganic natural minersl materials

& Ccalcium sulfate

& Portland cement clinker

B Classification and labelling D+
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6.2.1 Downloading ready-made Standard Formula datasets

For each Standard Formula, the list in Part D of Annex VIII specifies the composition
(components’ identity and concentration). For example:

Cement Standard Formula — 1

Product description Portland cement

with one main constituent: clinker

Component name EC No [Concentration (w/w%)
Portland cement clinker 66-043-4 86,5 — 100

Calcium sulfate 231-900-3 )-8

Flue dust P70-659-9 )5

[norganic natural mineral materialsp3 10-127-6

[ron(Il) sulfate 231-753-5 0 — 1

['in(Il) sulfate 231-302-2 )—0,1

For ease, Standard Formula datasets have been pre-prepared and are available for download
and use in your IUCLID instance. Note that only the compositional information (name and
numerical identifiers, and concentration as defined in the legal text have been included in the
dataset. Therefore, you will need to complement these datasets with other information e.g. the
classification. Of course, preparing your own Standard Formula datasets is also possible if

preferred.

0 Instructions on how to import and change the legal entity for the dataset are provided
https://poisoncentres.echa.europa.eu/poison-centres-notification-format

File Edit View Faverites Tocls Help

o= v o = X i

Add  Extract Test Copy Move Delete Info

MName

| 1ccafc10-62b2-4b80-a84f-5684fa0a1 ehe.ifiz |

| | 6fdGafc3-9dcd-426e-3b34-2f8clafdcd3f.itz

| | 7acc2b55-ecd1-4c5f-9e85-a1edB67RFF23.i62

|| 7Tbd110d2-9383-4c42-8123-fhTecdSh2cfa.ibz

|| 07f9a470-da24-4871-b207-2b788047807 c.ifz

|| 8cB3263c-fadc-dacd-90a5:b30ech3c0Biiibe, . o 4 4 4 a4 4 s s s oa s a A a
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6.2.2 Entering information when the final mixture conforms to 100%
Standard Formula

When the mixture as a whole conforms to a standard formula, the Standard Formula name and
description should be included as the name of the mixture and should be provided in the ‘Other
identifiers’ section of the 'Mixture identity and legal submitter’.

The Name type Standard formula (SF) should be selected, which activates a drop-down list in
the Name field. This includes all the Standard Formulas names from Part D of Annex VIII.

[2 ©LP Poison centres natifieation

|E| & portand cement

UUID: 25575:

Mixture name™*

E‘ Mixture information and product portland cement
identity
Legal entity owner*
[¥] Misture identity and legal submitter QDY # Purple Haze Chemicals_updated | Helsinki | Finland Set values x
& portland 3 P
B i Other | + Newitem |" Importfile ™
— i<
Mixtura composition + N Name typle o Name type
Product identity standard formula (SF)
.
Classification of themixture and . Contactpersons  + Newitem : Name
label elements :
[ v
Mixture safety data sheets and +
toxicological information 7 !
3 L Cement Standard Formula - 1 [Portland cement with one main constituent: clinker] it}
B Additional information "
Inherited templates Cemem Standard Formula - 2 [Portland-slag cement and Blast furnace cement with two

main constituents: clinker and slag

B ——— |

Cemem Standard Formula - 3 [Portland-silica fume cement Portland cements with two
L main constituents: clinker and silica fume] g J

Cement Standard Formula - 4 [Portland-pozzolana cement, Pozzolanic cement Portland
cements with two main constituents: clinker and pozzolan (natural or natural calcined
pozzolan)]

Cement Standard Formula - 5 [Portland-fly ash cement, Pozzolanic cement Portland
cements with two main constituents: clinker and fly ash (silicecus and calcareous fly ash)]

Cemem Standard Formula - & [Portland-burnt shale cement Portland cements with two
main constituents: clinker and burnt shalel

To report a Standard Formula substance component in the main mixture composition
document, add a +New item to include a substance component.

Composition.001

+ Mewitem iport e ¥
¥ Name Funetion Typieal coneentration Concentration range Standard formula (SF) compo...  Interchangeable component g
+
[] 1
D
3
B - o chb
[ . e
Ciassification of the mixiure and labal +
dements
Wistre satey data shects ond tiologieal 1+ § s P =
information o &

Aditional information
Inherited templates

Each substance component is to be reported (the name and concentration) in accordance with
Part D of Annex VIII and linked to a reference substance. Finally, each component is flagged as
‘Standard formula (SF) component.

Name
# Tin (Il) sulfate

Function

Typical concentration

Concentration range
001 % (wiw

[+] Standard formula (SF) component
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Note that the Standard Formulas in Part D contain group of components sharing the same

concentration range.

Cement Standard Formula — 1

Product description

Portland cement

with one main constituent: clinker

)Component name

EC No

IConcentration (w/w%)

Portland cement clinker

266-043-4

86,5 — 100

“alcium sulfate

231-900-3

Flue dust "

270-659-9

PR T T I
-+ bt

Iron(11) sulfate

231-753-5

Tin(IT) sulfate

231-302-2

In these cases, a ‘Mixture’ component is created and included in the final mixture composition.

Name the *‘Mixture’ by including the names of the grouped components (e.g. ‘Flue dust/

Inorganic natural mineral material’). The individual components of the ‘Mixture’ (e.g. Flue dust
and Inorganic natural mineral materials) also need to be identified but only the ‘Mixture’ has to
be flagged as a Standard Formula component.

& portland cement

[¥]  Mixture information and product identity

Bl vioxture identity and legl submirter

[¥]  wixture composition +
| ® Composiiion.00t ]
B 4 oo s
[¥] " Flue dust/inorganic natural mineral materisls
Bl Mixture in mixture (MiM) identity
[¥]  MiM composition +
[¥] ® compositian mixture).001 L]
B A rfuedus
B & vone
MiM unique formula identifiers (UFI) +
MiM suppliers +
Classification and labelling +
MiM safety data sheets +
Inherited templates

B % celoumsufate

Bl % roniendcementclinker

‘Components

+ Newitem & importfile

# Name

4 Portland cement clinker | Portland cement clinker
Portland cement clinker

t2 & Calcium sulfate | Calcium sulfate | Calcium sulfate
B  Flue dust/Inorganic natural mineral materials

£4 & tron(l) sulfate | Iron{l) sulfate | Iron(1) sulfate
i5 # Tin (i) sulfate

Function Typical concentration

865 100 % (w/w)

01 % (wiw)

001 % (w/w)

Concentration range

Standard formula (SF) component

J0RER <)

Q]
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6.2.3 Entering information when part of the mixture conforms to a
Standard Formula

When the final mixture composition contains additional components besides those from the
Standard Formula from Part D, they will have to be included following the standard rules for
reporting components. The additional components that do not belong to the Standard Formula
must not be flagged as a ‘Standard Formula (SF) component’.

In this case the name of the Standard Formula needs to be indicated for each component
(substance or MiM) which confirms with the Standard Formula and not for the main mixture
(which does not conform with any Standard Formula).

It is also possible to include a Standard Formula in its entirety, as a mixture component i.e. a
MiM. To do this from the main Mixture composition, select +New item and click on the
corresponding field (shaded blue) to open the Set Values box and select Mixture/Product.

Mixture composition.001 Set values X
compopents
i Name
+ New item o~
! <+ Sselect
# Name Function Typical co... d e
Mixture ;'&odu:t
Substance

Concentration range

Standard formula (SF) component

Interchangeable component group (ICG)

Generic component identifier (GCI)

Once the MiM component is added and a Legal Entity is selected, select +New item in the
‘Other identifiers’ field.

Mixture name™
Cement Standard Formula 1[Portland cement with one main clinker]

Legal entity owner*
#é Undefined Company Name | Helsinki | Finland

Other identifiers + New item

# Name type Name Country Remarks Action

1 &

1]

i] Note that the legal entity is mandatory to create the IUCLID dataset, however, this is
not mandatory for PCN purposes and no checks concerning this information are carried
out. Currently a Legal Entity selection must be made e.g. it could be your own legal

entity.
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A Set values box opens and a selection regarding the Standard Formula information in the
‘Name type’ and ‘Name’ field needs to be made.

Set values

Mame type
Standard formula (SF)

Name

Country

Remarks

Add the concentration of the MiM in the final mixture and make the selection ‘Standard
Formula (SF) component’.

Set values X

Name
% Cement Standard Formula - 1 [Portland cement with ...

Function

Typical concentration
80 % (w/w)
Concentration range

f/] standard formula (SF) component

Now that the MiM Standard Formula component has been added, the individual components of
the MiM must be reported in the Standard Formula composition section (create New document
first) accessible via the navigation tree on the left-hand side of the page.

\E‘ Mixture compasition +
E ® Mixture composition.001 L
& P07
= Cement Standard Formula - 1 [Portland cement with
¥ one main constituent: clinker]

n Standard formula (SF) identity
SF composition +

Classification and 4 Mew document

Inherited templates

! The identity and concentration of each component must be reported according to the
- values detailed in Part D of Annex VIII to CLP.
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The Standard Formula MiM composition document is where each individual component is

identified. Clicking +New item assists with the creation of a component record (via the Set
values box).

= Mixture composition + ':C'mPU nEntS
“ ® jicrure composition 001 i 4+ MNew item
& GPi101
# Name Function
w =~ Cement Standard Formula - 1 [Portland cement with

one main constituent: clinker]
Standard formula (SF) identity

g SF composition =+

® Compoaition.001

Classification and labelling --

0 Note that it is the duty of the submitter to provide as much detailed information as
possible. Therefore, if it is possible to provide more precise concentration ranges than
those indicated in the Standard Formula in Part D of Annex VIII (e.q. if available on the
SDS), this should be done. The components can still be flagged as ‘SF components’ so
that the rules checking the normal concertation ranges are waived.
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6.3 Indicating an interchangeable component group (ICG)

An interchangeable component group (ICG) consists of multiple similar components (fitting
certain criteria), where each can be used interchangeably in a mixture without altering that
mixture’s overall classification, hazard or emergency health response.

Using the ICG is envisaged when it is not possible to know the exact concertation at each point
in time of certain components if they are used interchangeably. For more details about the
criteria that components have to meet in order to be notified as part of an ICG, refer to the
Guidance on Annex VIII.

The components within an Interchangeable Component Group are called interchangeable
components. When preparing a poison centre notification, the ‘group’ is first created as for a
Mixture/product (i.e. MiM) and then the interchangeable components (substances or MiMs)
within it are further identified.

6.3.1 Step 1- Indicating the group

The mixture composition document is where all components, i.e. substances or MiMs, and the
ICGs are added by selecting +New item

v| T Mixture with ICG
v Mixture information and product Components
ety + New item
Mixture identity and legal submitter . . .
! B - # Name Function Typical concentra..  Concentration ran...

h Mixture composition +

=1

1
| ® Composition.001 &

A mixture component is created for the ICG (i.e. a MiM) and a name is entered for the
group in the ‘Name’ field that corresponds to the technical function(s) of the grouped
components. A selection for the legal entity (it can be undefined) is required. The
concentration of the ICG component (and not the single components grouped) in the final
mixture is provided and the ICG check box is marked.

Name
% Halogenated solvents - ICG

Function

-

The name of the grouped components should be meaningful and indicative of the
components contained to allow the emergency operator to easily identify which kind of
components can be present in the final mixture.

il The legal entity is mandatory to create the IUCLID dataset, however, this is not
] mandatory for PCN purposes and no checks concerning this information are carried out.
Currently a Legal Entity selection must be made e.g. it could be your own legal entity.
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6.3.2 Step 2 - Indicating information for the components

Once the the ICG is created in the Mixture composition document, an ICG relevant documents
will be visible in the navigation tree. The interchangeable components can then be added in
the “ICG composition” document. Interchangeable components have to be identified following
the standard rules for substances or MiMs.

Each MiM component included in an ICG will have to be identified by:
i. its name and the full composition (if available); or
ii. its name and UFI (if available), or
iii. its name, the composition from the SDS and the supplier’s details.

Each substance component included in an ICG has to be identified as per any other substance
and requires a link to a reference substance.

~ $  Mixture withICG

- Mixture information and product identity Components

+ New item

# Name Function Typical concentration Concentration range

] i1 & Interchangeable component 1 | Interchangeable component 1

- sition. 001
o U e £2 & Imerchangeable componen 2 | Interchangeable component 2
Interchangeable component group (ICG) identity

— HE]  Interchangeable component 3 | Interchangeable component 3
~ ICG composition +

® compositi

Classification and labelling +

O The components included in an ICG do not require concentration information.

The information on classification can be provided for the ICG as a whole, in particular when
all the components have exactly the same composition. When small differences exist (possible
at subcategory level), the classification should be provided for each component individually. In
this case the classification for the ICG should not be provided.

Information about pH and toxicological properties for the ICG as a whole (i.e. relevant to all
the components included in the ICG) can be provided but it is not legally required.

! AMIM flagged as an ICG cannot include a component additionally flagged as:

- Standard Formula
- Generic Component Identifier

- another Interchangeable Component Group
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6.4 Notifying fuel mixtures

Like mixtures conforming to Standard Formulas, certain fuels (i.e. those listed in Table 3,
Annex VIII) can also deviate from standard requirements. For allowed fuels, the composition
can be reported according to the Safety Data Sheet (and, in addition, any the other available
compositional information available).

6.4.1 Step 1 - identify the fuel

Identify the fuel at the main mixture level in the Other identifiers section by selecting ‘Fuels’ in
the Name type field and making a selection of the relevant fuel’s name from the picklist.

[ ;;‘ CLF Poison centres notification

- UUID: f7a63838-304d-43 5649210567583
E T Fuel
Mixture name*
Mixture information and product Fuel
identity

Legal entity owner*

Classification of the mixture and 4 # Purple Haze Chemicals_updated | Helsinki | Finlang ~ Set values X
label elements

Mixture safety data sheets and e Pp— 2 A
. N . N: t
toxicological information Other identifiers <+ Newitem Import file lame type
----------------------------------------------------------------------------------------
age . . N
Additional information # Name type ame
Inherited templates
1 Gasoline EN228 [Automotive fuels - Unleaded petrol]
m
&- Gasoline E85 [Aummmi\-s“ﬁels - Ethanol (285) automortive fuel]
Contact persons <4 New item Gasoline alkylate [Motor fuels — special petrol for powered implements]

LPG [Liquefied Petroleumn Gas used as fuel]

| LNG [Liquefied Natural Gas used as fuel]

Diesel fuel [Automative fuels - diesel engine fuels with/without biofuel]

Paraffinic diesel fuels (e.g GTL, BTL or HVO) [Automotive fuels - Paraffinic diesel fuel from
synthesis or hydrotreatment]

6.4.2 Step 2 - add fuel components

In the mixture composition document add each component by creating a New item and
providing the information for the component by selecting the component (Substance or
Mixture) in the Name field.

# CLP Poison centres notification . P
P: Mixture composition.001

E T Fuel UUID: 13eafbde-eaac-4b53-2037-ba781883093d4
[v]  Mixture information and product Components
identity
+ Newitem & Importfile Vv
Mixture identity and legal submitter

- | # Name Set values X

E‘ Mixture compaosition +
1 — b
u ® icture composition.001 L] L 1 Name @v :
i 4Select !
_ . e

Mixture / Product

| Bubstance
&

Concentration range

Standard formula (SF) component
Interchangeable component group (ICG)

Generic component identifier (GCI)
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6.4.3 Step 3 - Identify components

All reported substances must be named and linked to a Reference substance document and
classification information provided.

Create new Substance X

Reference substance @

[ Ethanol x
Legal Entity*

#é Purple Haze Chemicals_updated | Helsinki | Finland

Substance name*
Ethanol

Other substance identifiers + Newitem ) importfile Vv

# Identifier Identity Country Remarks Action

6.4.4 Step 4 - Complete compositional information

Complete the Set values box by providing the compositional details for each component and
select the Standard Formula component check box. The remaining sections of the notification
must be completed.

Name
4 Ethanol | Ethanol

Function
Typical concentration
Concentration range

=0 == 10 %(v/v)

IZI Standard formula (SF) component

0 The components need to be flagged as ‘Standard Formula components’ so that the rules
checking the normal concertation ranges are waived.




PCN: a practical guide - version 4.0 79

7. Other considerations for special mixtures
This section covers:
e Multi-component products

e Combination of mixture/article

7.1 Indicating multi-component products

Multi-component products are products containing a set of distinct mixtures (e.g. reagents,
testing kits, dish washing tablets, etc.) where each mixture has to be notified individually with
its own unique formula identifier (UFI).

The UFI and other identifiers section allows to indicate that certain mixtures (notified
separately) belong to the same (multi-component) product by indicating a PCN multi-
component product identifier.

The PCN multi-component identifier

can be used in all notifications related to the same multi-component product
e is not checked by the validation rules
e can be used as relevant by the notifier e.g. an existing identifier (e.g. UFI of the other

mixture, trade name of the multi-component product); or a new identifier (e.g. a
universal unique identifier (UUID))

;~ CLP Poison centres notification

Identifiers.001

v ¢ trade name C f Set values
v Mixture information and product Regulatory Programme Identifiers
identity Regulatory Programme Identifiers + New itemn e— Regulatory Programme
Mixture identity and legal submitter
. - # Regulatory Programme
CLP multi-component product identifier
Mixture composition + <
1 CLP unique formula identifier (UFI) CLF related PCN nusmber
bl Product identity
CLP unigue formula identifier (UF1)
F\ Product information s . 5
yo— Other IT system identifiers
v Unique formula identifiers +. % z
(UF1) and other identifiers : Other IT system identifiers 4+ New item
I @ |dentifiers.001 [l # IT system ID |

0 If your mixture/product is related to a multi-component product, then all relevant
information (e.g. on the mixture created upon use) should in addition, be included in
the toxicological information field. In this case, it must be clear which information refers
to the mixture and which to the multi-component product.




80 PCN: a practical guide - version 4.0

7.2 Indicating combined mixture/article

Some mixtures are placed on the market in combination with articles and may be required to
be notified. For example, a cleaning wipe is an example of a combination of a mixture and an
article (functioning as a carrier).

Assess your ‘object’ by applying the criteria detailed in Chapter 2 of the Guidance on
requirements for substances in articles. More information can also be found on the topic
in the Guidance on Annex VIII.

Indicating mixture/article combinations is not supported by the PCN format. Though it is
possible that this information could be included in the Packaging related documents, e.g. by
attaching a picture.

Packaging related attachments 4+ New item
#.. Type of attachment Attached document Action
1 other: combination mixture/article x36 cleaning wipes.png ﬁ

Guidance on requirements for substances in articles
https://echa.europa.eu/guidance-documents/guidance-on-reach.



https://echa.europa.eu/guidance-documents/guidance-on-reach

PCN: a practical guide - version 4.0 81

8. Group submissions
A group submission can be prepared for several mixtures provided:

i) all mixtures contain the same composition except for certain perfumes under specific

conditions
ii) reported concentrations/ranges for each of the components is the same

iii) all mixtures in the group have the same classification for health and physical hazards

8.1 Step 1 - establish the correct submission type

Specify the Submission type as Group submission in the dossier header.

Working context: | CLP Poison centres notification v
D‘ CLP Poison centres notification
e UUID: 5c30be51-77c8-49d3-8b79-c39339e3e784
|L| & Group submission - candles
Dossier name (given by user)
n Mixture information and product
identity
Dossier submission remark
Classification of the mixture and +
label elements
Mixture safety data sheets and 4 Specific submissions
toxicological information
[ . PCN number*
> L T 00353061-c024-406b-b406-27b017267d38
Inherited templates Country (market placement)*
~ Austria
Language*
+ German

Submission type
Limited submission (industrial use only)

@ Group submission

Voluntary submission

8.2 Step 2 - enter individual mixture compositional information
Multiple Mixture composition documents are required for a group submission. A Mixture

composition document must be created to reflect the composition of each mixture contained in
the notification

|l| Mixture composition +

® it +Mew document QEE

£ @ Mixture composition.002 i

| : ® Mixture composition.003 fii
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All components (substances or MiMs) are added to each Mixture composition document - note
that you can use the ‘Copy data from ...” functionality to avoid repetitive data entry of shared
components.

0 All substance components and MiM substances are required to be linked to a reference
substance and the classification information provided.

The Function of the perfume component must be specified as ‘Perfume’ and the concentrations
are indicated either as an exact concentration (i.e. Typical), or as a range.

Name
& Lavender oil | Lavender oil
{Function 1
i perfume 5@ H

Typical concentration
Concentration range
>= 2.0 <= 3.1 % (wW/w)
Standard formula (SF) component

Interchangeable component group (ICG)

Generic component identifier (GCI)

8.3 Step 3 - enter and link product information for each mixture

In a group submission, one Product information document must be created and linked to each
mixture composition that it represents:

Product information 1 Mixture composition A
Product information 2 £ Mixture composition B
Product information 3 > Mixture composition C

Selecting and linking the Mixture composition to a Product information document is achieved in
the field ‘For a group submission, specify to which mixture it applies’.

Product information.001 i

UUID: a2eceb02-c82c-4fd3-bf6d-efd906b1fad2 Select existing document x
Group submission

3 results found

{ For a group submission, specify to which mixture it applies: swmlp

! +select
bl &............................._._._................_._.__ MixtureComposition (Flexible Record) / Citrus el
I Group submission - candles 245337cf-9e9c-dead-85cf-2a26d0774e44
MixtureComposition (Flexible Record) / Eucalyptus el
Group submission - candles d4dd?21da-5982-4f4a-abab-1c3a1ab73ec1
MixtureComposition (Flexible Record) / Lavender

Group submission - candles d90f4f05-02c8-4bfd-b85b-ecb93e75bb1c
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8.4 Step 4 - include and link single or multiple information documents
Additionally, multiple documents can be created for:
i) Classification & Labelling

ii) Toxicological information

iii) pH

It is always necessary to indicate to which mixture composition the specific record refers to, by
using the specific field. Note a single document can link to one or multiple mixtures.

Group submission

oo o e e

For a group submission, specify to which mixture it applies:

8.4.1 Reporting classification and labelling in the group submission

For group submissions, multiple classification and labelling document may be reported (for
instance if the classification for environmental hazards is different across the mixtures of the
group and the submitter decides to provide this information).

Classification and labelling.001 kK
UUID: 8fbb1Be0-570f-412¢-8dc0-2e2cha118d96 e T e x
Group submission

For a group submission, specify to which mixture it applies: @ — 3 results found
+select

[

MixtureComposition (Flexible Record) / Citrus
Classification
. Group submission - candles 245337cf-9e9c-4ead-B5cf-2a26d0774e44
Not classified
Hazard categories & statements ) ;
. . . . MixtureComposition (Flexible Record) / Eucalyptus &
+ Skin Sens. 1-H317: May cause an allergic skin reaction.

Health hazards Group submission - candles d4dd21da-5982-4f4a-a0ab-1c3a1ab73ect
Reproductive toxicity
Reproduc‘tiue tO)(iDiTy MixtureComposition (Flexible Record) / Lavender i
SDeCIﬂC effed Group submission - candles d90f4f05-02c8-4bfd-b85brech93e75bb1c

Route of exposure

hbdbdbbdbbdbbdbddbdddbddbdddddddddbddddddddddddddodh

0 The same C&L record can be linked to multiple compositions of the same group
submission.
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8.4.2 Reporting toxicological information in the group submission

In the case of group submissions, multiple toxicological information documents may be
reported, if relevant. Each document has to be linked to the relevant mixture composition.
Alternatively, one single document can be linked to multiple compositions by selecting them
from the specific field.

Mixture safety data sheets and toxicological information.001
UUID: 269db2ec-6f29-4592-ba85-28c11160a8.8
Group submission

For a group submission, specify to which mixture it applies:

Information on mixtures
Safety data sheets of mixture / product

+ New item

# Safety data sheet Country

Toxicological information (section 11 of SDS)

-
'
'
i

8.4.3 Reporting pH in the group submission

Single or multiple pH information documents may be reported. Each document has to be linked
to the relevant mixture composition. Alternatively, one single document can be linked to
multiple composition by selecting them from the specific field.

pH.001
UUID: 16ee2ff7-c12e-41fe-9f63-0b3dc84f4551
Group submission

For a group submission, specify to which mixture it applies:
@® MixtureComposition (Flexible Record) | Lavender

@ MixtureComposition (Flexible Record) | Eucalyptus

@ MixtureComposition (Flexible Record) | Citrus

Key value for chemical safety assessment

@ pH is not available

Justification
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9. Validate and create a PCN dossier

Before creating a dossier, it is recommended to first check the dataset for any errors or
missing information using the ‘Validate’ functionality. This functionality carries out a number of
checks according to a set of pre-defined rules to verify that you have provided the information
as expected.

Dashboard > Mixtures / Products > Hazardous mixture

= | @ Hazardous mixture - @
Working context: | CLP Poison centres notification v [£] View Dossiers
[/ cLP Poison centres notification e |0 @l |4
y B
| u % Hazardous mixture mieRes

Mixture name*
Hazardous mixture

Legal entity owner*
i Purple Haze Chemicals | Helsinki | Finland

Other identifiers + Newitem
S B D Db D oD A S A A A A A A A A A A A A A

The Validation Assistant will display the outcome of the check in a Validation Assistant Report
as either:

i) Succeed without triggering any rules

N7

i) Succeed with warnings i.e. quality rule triggered, denoted by the orange
iii) Fail i.e. a business rule triggered, denoted by the red ‘X’

When no rules are triggered, the validation assistant will display a message to highlight that
additional checks are performed in the system upon submission.

\/ . . . Validated entity: Haz mix
<% Validation assistant report Validation time 23/10/2020 19:52 & Re-validate # Edit dossier settings EExport to Excel X
N Validation scenario: SC0173 - Standard submission

¥ submission checks [ % Quality checks

i1 Business rules Completeness check rules

© No business rule failures were detected by the Validation assistant. Please note that some of the business rules can only be checked at dossier level. Also note that as the
Validation assistant only verifies information within the IUCLID dossier/dataset, it cannot perform all the business rules checks that apply when the dossier is submitted to ECHA.

Because of the additional checks run in the ECHA Submission portal, note that it is
possible to trigger a rule after you have submitted the information even if the Validation
Assistant Report passes prior to submission. These Portal rules check the consistency
between the information the user is submitting and the information already available in
the database (for example, from previous submissions made by the same user or by
other users).

-
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9.1 Validation Assistant Report

When the Validation Assistant Report is generated there are two tabs - one for failures
(marked Submission Checks) and the other for warnings (marked Quality checks). Each tab
indicates the number of rules that have been triggered and you can switch between both lists
to view the results.

Validated entity:

é\falidation assistant report Vvalidation time: [

Validation scenario:

. . . Validated entity:
% @Vg Validation assistant report  Vvalidation time:

¥ submission checks ) validation scenario:

¥ submission checks ® Quality checks

N

9.2 Submission checks

A submission check indicates a failure and the dossier would not be accepted by the
system. In turn the dossier will not forwarded to the authorities. It is recommended to
check the sections of the dossier which require actions by clicking in the hyperlinked
failure in the Validation Assistant Report and making changes where relevant.

R N R Validated entity: Hazardous mixture
é Validation assistant report  Vvalidation time 05/05/2021 14:34 © Re-validate # Edit draft dossier header [ Export to Excel | 3
Validation scenario: SCO0174 - Voluntary submission

¥ submission checks B ® Quality checks
Business rules Completeness check rules

O Mim

Mixture (MiM) information is incomplete. Exactly one ‘Classification and labelling information’ record must be provided for each Mixture component (MiM)
ofFour mixture. If the component is classified, complete the record with all the relevant classification information. If the component is not classified,
select ‘Not classified' and indicate nothing further in the record.

If you are submitting an initial submission which has failed, then once the corrections
have been made, and a new dossier created, it still remains an initial submission and
not an update.
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9.3 Quality checks

A quality check serves as a warning or reminder that there may be shortcomings or
inconsistencies. Note though, that these rules do not prevent a successful submission. In other
words, notifications that are ‘Successful with warnings’ will be dispatched to the relevant
Appointed Bodies along with the validation report detailing the warnings listed.

However, the need for reviewing and possibly correcting the information should be considered.

! A validation report containing warnings may lead to further clarification requests by
Member States at a later stage. Nevertheless, you may have valid reasons for ignoring
the warning.

R N R Validated entity Hazardous mixture
Q‘é Validation assistant report  Vvalidation time 05/05/2021 14:34 © Re-validate # Edit draft dossier header X Exportto Excel | X
Validation scenario: SC0174 - Voluntary submission
¥ submission checks & Quality checks [

@ Qquality concerns have been detected for this substance dataset / dossier. You are advised to revise the sections corresponding to the warning messages as they may trigger follow-up
actions from ECHA. While the quality wamnings have been designed to assist the user in detecting inconsistencies in the information provided, there may be special circumstances in which
some of the wamnings can be ignored. The use of this tool is without prejudice to the expert assessment carried out by ECHA to establish the adequacy of the information required under Article
10, 17 and 18 of the REACH Regulation.

Mixture composition.001

‘Mixture composition’ information should be improved. When the reported concentration value is >1%, then concentration should be rounded up to one
decimal for each Substance compoenent and Mixture component of your Mixture composition

For a complete list of all the rules, i.e. those checked in the IUCLID
and the Portal, you may refer to latest version of the Validation
rules for poison centre notifications
https://poisoncentres.echa.europa.eu/poison-centres-notification-
format



https://poisoncentres.echa.europa.eu/poison-centres-notification-format
https://poisoncentres.echa.europa.eu/poison-centres-notification-format
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9.4 Creating a dossier

The ‘Create dossier’ functionality is available from the mixture page. Once clicked, you are
directed to the Dossier Header of which the details can be checked.

Dashboard > Mixtures / Preducts > Hazardous mixture

'=| @Hazardous mixture (7]
S 43c46eb5-c176-489c-a909-21230ccBdcd2

Working context: | CLP Poison centres notification v [Z] View Dossiers & Validate [@ Create dossier

Clicking again on ‘Create dossier’ at the bottom of the dossier header will either successfully
create the dossier or display a message that there are a number of rules that require fixing.

Create dossier X 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 dossier creation

° Daossier creation was completed successfully.

Once the dossier has been created it will appear with the purple lock symbol.

Dashboard > Mixtures / Products > Hazardous mixture

‘§| @ Initial submission

d2575627-3018-4d50-875f-ed46d 7758991

=] View Dossiers ¥ Go to source 4 Validate

ﬂ CLP Poison centres notification

If you are working in IUCLID Cloud, there will also be the option to ‘Proceed to submission’

"i‘eﬁajﬁ s ﬂ Q ‘F”::‘;E:Z:e Chemicals
Dashboard > Mixtures / Products > Hazardous mixture
'=| @ Hazardous mixture 108 - @

S— albelel3-1219-46d6-9db6-7 11001 2fBecc

| £ cLP Poison centres notification [=| view Dossiers ¥ Go to source= 4 Validate Proceed to submission

n '1_ Hazardous mixture UUID: a1be1e13-f219-46d6-9db6-71f001 2f8ece Hide empty fields | @ P’l

Dossier Submission Type ~
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10. Dossier report and export functions

From the dossier, clicking on the ellipsis ..., opens a window where various functionalities can
be utilised. Of most importance for PCN are the ‘Export to i6z" and the ‘Generate report’ from
the respective listing page.

Dashboard > Mixtures / Products > Hazardous mixture

= | @ Hazardous mixture 108

e1e13-1219-46d6-9db6-710012fBecc

L'E Export to i6z

| ﬁ CLP Poison centres notification E View Dossiers ¥’ Go Llﬁ Export annotations to i6z
u ";' Hazardous mixture UUID: albele13-f219-46d6-9db6-71f0012fBecc @ Create component PDF
Dossier Submission Type Compare
Dossier name (given by user) E Generate report

Hazardous mixture 108
ﬂ Dissemination preview v

Version

10.1 Exporting a dossier (or dataset)

You can export a single dossier or dataset locally by clicking *...” in the top left corner and
selecting Export to i6z. You may want to give the dossier a meaningful name to help you with
dossier management

Opening d2575627-3018-4d50-875f-ed4b6d 7758991 .zip x

You have chosen to open:
d2575627-3018-4d50-875f-ed46d7758991.zip

which is: zip_auto_file (22 bytes)
from: blob:

What should Firefox do with this file?
@!Open with! | 7-Zip File Manager (default) v
() Save File

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

OK Cancel




90 PCN: a practical guide - version 4.0

10.1.1 Bulk export functionality (datasets or dossiers)

Substance and mixture datasets as well as dossiers can also be exported either singly or in
bulk by marking the tick box. Note that each item needs to be selected, there is no
‘Select/deselect all’ feature.

Once you select ‘Export’, the export settings box will open (you have the possibility to change
the exported information) and you can export the selected items to a zip file.

Dashboard > Mixtures / Products

= Mixtures / Products ()
Q Dossiers

» Advanced search

3 items selected | & Export i Delete
Sort by Newest first w
v

Clean and fresh 2/10/2020 22:42  ***

Legal Entity Purple Haze Ct -~~~

uuID bbasdozi-bde EXPOrt Settings X
& zap Export to previous major version

Export to previous major version
Legal Entity Purple Haze CI
uuID b0997c56-2ab  Detail level of document fields
v/ Detailed fields (e.g. needed for robust endpoint summaries)

[J zing v Fields marked "confidential"

Legal Entity Purple Haze CI Flags for conﬁdentiality

- 19603c8-0f Select information to be included
v Data for which a confidentiality flag may be set, but it is not.
R4 Super strong cement v CBI
v IP
Legal Entity Purple Haze C + no PA
UuID a9c36483-52f

Flags for regulatory programme @~

T scectinfomatontobeincluded

V No regulatory purposes
M AU: AICIS

~ CA:CEPA

» CA:PCPA

™ EU: BPR

M EU:CLP

™ EU: PPP

& EU: REACH

i JP: CSCL

& NZ:HSNO

' OECD: CoCAP
™ US: EPA HPVC
V¥ US: FIFRA

& US: TSCA

v’ other:

Included Annotations
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10.2 Generating a report for PCN

Clicking on ‘Generate report’ from the dossier opens a list of the available report types in
IUCLID.

Select the type of report
Dashboard > Mixtures / Products > Hazardous mixture

= o Hazardous mixture 108 7% List of Attachments for dossiers only [RTF]

albe1e13-f219-46d6-9db6-7170012f8ecc
.

@ Export to i6z

EEJ List of Attachments for dossiers only [CSV]

[£] view Dossiers ¥ Got

| ﬂ CLP Poison centres notification Eﬁ Export annotations to i6z

¥ Hazardous mixture UUID: albe1e13-f219-46d6-9db6-71f0012f8ecc @ Create component PDF

Dossier Submission Type Compare

Dossier name (given by user) @ List of Literature references [CSV]

Hazardous mixture 108

Version EP Dissemination preview

“

List of Literature References (Extended study details) [CSV]

m PCN dossier viewer [HTML]

Summary of product characteristics (SPC) report [XML]

Selecting PCN Dossier Viewer generates a web-based report with tabs for different sections
of the dossier.

O Note that HTML report can be printed as a pdf using the browser settings available.

-~ Cleanbright 73 0200-UDCW-500H-QNQU Purple Haze Chemicals
7IN

Preduct information Mixture composition Toxicological information Administrative information

@ Product details § @ submission details &
Name(s) Cleanbright Submitted by Purple Haze Chemicals
UFI(s) 0200-U0CW-500H-0GNGU Notification type Initial notification
Packaging bottle {11)
State liquid
Form
Colour black @ Quses &
Colour intensity
Attachments Types of uses ﬂ

Consumer

Main intended use PC-DET-1.1 Laundry detergent for hand washing

@ Classification and labelling @pH *
Classification Not relevant substance/mixture is non-polar/aprotic
Skin sensitisation: Skin Sens. 1-H317: May cause an allergic skin reaction,
Labelling
Signal word
Pictograms @ Emergency contact B8
MNA

Hazard statemen H201: Explosive; mass grplosionhazard,
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11. Making updates

Once a dossier has been created, and a successful submission made, it is possible to update
the mixture dataset and create an updated dossier.

j The duty holder must ensure that the relevant appointed bodies have a valid and up to
date notification at all times, reflecting the mixture as placed on the market.

From the mixture/product listing page, select the dataset to be updated.

Dashboard > Mixtures / Products

= Mixtures / Products o
2 Dossiers

» Advanced search

50 results found | Sortby  Mewestfirst

O Hazardous mixture 5/05/2021 1434  [B

Purple Haze Chemicals
2ecbebc6-Bef7-4dab-8d23-40cc11886056 A

Once the dataset is open, open the ‘Dossier header’ and change any relevant information then
in the Notification type section, de-select ‘Initial submission’ - then select ‘The submission is an
update’ (section 11.1) or ‘New notification after a significant change of composition’ (section
11.2).

Dashboard > Mixtures / Products > Hazardous mixture

= | @ Hazardous mixture

Working context: | CLP Poison centres notification ~

|‘ | _) CLP Paison centres notification

¢ Mazardous mixture

Dossier name (given by user)
Hazardous mixture 108

Dossier submission remark

Specific submissions

PCN number*
9a61f03d-c1d5-4ae7-9330-1 2f8832f46c3

Country (market placement)*
~* Finland

Language®
+* Finnish
+ Swedish
Submission type

Limited submission (industrial use enly)

Group submission

+' Woluntary submission

:| | Initial notification
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11.1 When the ‘submission is an update’

From the relevant mixture dataset, open the draft dossier header and unselect ‘initial
notification’ in order to activate the ‘The submission is an update’ selection. If an update is
required for a notification that does not trigger the need for a new UFI, then the submission is
considered ‘an update’.

Notification type

Initial notification

New notification after a significant change of composition

R ______

An updated submission always requires a justification. The available picklist contains a limited
set of reasons for updating.

Notification type

v The submission is an update

Reason for updating
i i cease product from market
Justification <4+ New item

change in mixture composition without requiring a new UFI

Justification _/ _ _ —
change in the mixture classification

expansion of market area

Remarks change in the product identifier
None

e

correction/deletion of trade name

correction of error

expansion of market area

new toxicological information available

re-place product on market

11.1.2 Updates — Remarks field

It may be that you need to enter more information about the update in the Remarks field.
Note the free text field is available for all relevant languages.

Reason for updating

Justification + New item

6 Justification

correction of error

Remarks
fi

[Here you can add more details in free text regarding the the error that was
corrected in the update]

101/255




94 PCN: a practical guide - version 4.0

11.1.3 Updates - Other update reasons

It may also be that an update reason is not listed in the picklist, for example, a change in the
emergency contact, or a new packaging type. For this purpose, enter the reason in the free
text field for every relevant language (i.e. as indicated in the dossier header).

Notification type
[/] The submission is an update

Reason for updating

Justification New item

[Enter the reason for the update here]

11.1.4 Explaining the update types

Some updates are listed in Annex VIII Part B section 4.1, require you to update the notification
before you place the mixture, as changed, on the market. These are explained in Guidance
on Annex VIII https://echa.europa.eu/guidance-documents/guidance-on-clp

These update reasons are also reflected in the picklist include:
- Change in the mixture classification
- Change in the product identifier

- New toxicological information available

In addition to this, the picklist also allows:

- Cease product from the market - see section 5.5.2.5 on how to indicate ceased
markets in the product information section. Additionally, the Remarks field for update
justifications can be used to specify which market areas are concerned by the update.

- Re-place product on the market

- Change in the mixture composition without requiring a new UFI

- Correction of error - This is when you entered invalid information in an existing
notification e.g. wrong phone number. Use the Remarks field for update justifications

and specify what the error was.

- Correction/deletion of trade name - When there is a misspelling of the trade name
or when the incorrect trade name has been entered.

- Expansion of market area - allows you indicate new market areas, but it is not
possible to remove them from a notification. Note a quality rule will be triggered in this
case.

! Some validation checks can only be performed following the submission process,
particularly in the case of updates.



https://echa.europa.eu/guidance-documents/guidance-on-clp
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11.2 When the submission is a ‘New notification after a significant
change of composition’

When the mixture composition changes beyond the allowable limits defined in Annex VIII to
CLP, by default, this will lead to two chemically different ‘products’ on the market. In this case,
you must make a notification for the new composition (containing a new PCN number),
meaning a new notification after a significant change in composition.

In addition to this, the notification must refer to the previous PCN number as the ‘related PCN
number’, and you must assign a new UFI, declared in the notification and included on the
product. These identifiers are included in the UFI and other identifiers section in the Mixture
task.

You must also indicate the PCN number from the previous related submission this
becomes the related PCN number.

-

Only one related PCN number is allowed in a notification, therefore in the event
that a mixture undergoes multiple significant changes in composition, only the last
previous PCN number should be indicated as the related PCN number.

Identifiers 7| [o] [®
Regulatory Programme Identifiers
Regulatory Programme Identifiers + Mew item
# Regulatory Programme D Action
1 CLP related PCN number bdfe7444-435c-4419-992f-8bba78010345 []
2 CLP unigue formula identifier (UFI) G200-U0CW-500E-QRI1T [
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12. Working in the ECHA Submission portal
The ECHA Submission portal provides companies with an online platform to upload/submit and

review/manage poison centre notifications submitted to Appointed Bodies and their poison
centres.

12.1 Upload dossier

Uploading a dossier (.i6z file) can be done either:
I. Directly from IUCLID Cloud i.e. via ‘Proceed to submission’, or.
II. Manually in the ECHA Submission portal via the ‘Browse’ feature.

12.1.1 Proceed to submission from ECHA Cloud

Clicking ‘Proceed to submission’” automatically uploads the dossier to the ECHA Submission
portal.

Y - )" JaneDoes
‘ea ““““““ g = @ Q &) Zorie Fave Chermicals
Dashboard > Mixtures / Products > Leather Cleaner
= | @ Prepared by consultant v @ j
(c] ;—;

Dossier Submission Type
Dossier name (given by user)
Prepared by consultant
Version
clp 5.0
Submission Type
CLP Poison centres notification

12.1.2 Upload in the ECHA Submission portal

Select '‘Submit a IUCLID dossier’ from the CLP Poison Centres Notification area, to go to the
upload and submit page from the Portal dashboard.

N ECHA n
_) Submission portal

Search | Upload & submit | Create dossier online | Simplified SCIP notification

ssier for submission. Only i6z files are permitted for upload

rently only PCN and SCIP dossiers can be submitted

Drop file to upload
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12.2 Submit

Once uploaded, the dossier will need to be submitted. If needed, the dossier can be removed
from the upload section.

A Ecna B O @ oo
4 _) Submission portal Purple Haze Chemicals

= Upload and submit

[—=

Prepared by consultant Leather Cleaner
has been uploaded.
Remove

Click "Submit” to send your submission. m

Following a successful submission, a submission number is automatically assigned by the
submission system. This number can be used to track or monitor a submission if any issues arise
during the submission process.

=

Thank you for your submission!
Prepared by consultant Leather Cleaner
is being processed.

Your submission number is RMH932087-04

i\ A Trial environment is available for testing purposes. Please ensure you are using
the correct environment before submitting your test dossiers!

=, ECHA
Submission portal
- * Tria

n This is the ECHA Submission portal Trial version

You may use this ECHA Submission portal Trial version to get familiar with the functionalities. However, all submissions
obligations, please use the ECHA Submission portal Production version.

‘= Upload and submit
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12.3 The Submission report

A submission report is generated for every submission and summarises the status and context
of the submission.

@ The ECHA Submission portal does not send any communication about the notification
after a submission has been made. Please check the Submission report for the status
and the Submission events

Go to search

Submission status: Succeeded &

Dossier type: CLP Poison centres notification Submitted by: Jane Does

Submission number: RMH113838-21 Purple Haze Chemicals

Submitted IUCLID version: 6_5 ECHA-f428c44e-79b3-4f7f-a72b-7BeTcedalbed
Submission information Recipients (Member States - market placement)
PCH number 32469096-c55b-40a3-adce-be2cdba 12069 Finland

Mixture name Hazardous mixture_newformulation

Dossier name Dossier 108 Submission events

Dioasier UUID 4b237e7T7-c280-47ec-0268-711380:23788

File name 4b237e77-c280-47ec-0369-7f1300c23788 i6z 20/04/2021 10:28 Dossier submitted

Reason for submission Mew notification after a significant change of co._ 20/04/2021 10:28 Dossier passed validation checks
Type of submission 20/04/2021 10:29 Dossier received by FI

Product information

Use type Consumer
Mame{s) Cleanbright
Identifien(s) 2800-U0RP-S00H-1 AWX
Submission history
PCN number

f1aafBe1-96b6-4d5f-9e38-325c2c23belc

29/04/2021 10:06 REMH17T9461-08 A
29/04/2021 1013 RMHEZ2990-03

PCN number
32469096-c55b-40a3-adce-bc3c4b4d 12069

29/04/2021 10:21 RMHO97312-20 B
29/04/2021 10:28 EMH113838-21 @
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12.3.1 Information contained in the submission report

The Submission report header details the status of the submission, the submission number,
the IUCLID version of the submitted dossier, and the details (name and legal entity UUID
number) of the submitter. The Submission report contains the additional following information.

Submission status:

Status Description

Succeeded o Succeeded status means that all automated validation rules
have passed and the dossier has been forwarded to the
Appointed Body. No validation report is generated.

Succeeded (with warnings) A Succeeded (with warning) means that some quality rules
have been detected and are visible in the validation report.

Failed Failed means that you need to address the error in your

m notification as indicated in the Validation report, and
resubmit according to the notification type (see section
4.2.3).

Pending e Pending means that the submission has not been processed
et yet. Try to refresh the submission report page if it is
displayed for a longer period, do not resubmit.

Submission information includes the data and meta data for the submission either entered
by you (e.g. Mixture or dossier name) or generated by the system (e.g. dossier UUID).

Product information is a summary of the use types, the tradenames and UFI codes.

Recipients includes all the Member States that were indicated in the notifications (dossier
header section)

Submission events The submission events details the time stamp of the main events such as
when the dossier was submitted, when the submission passed/failed the validation checks and
when it has been received by the selected recipients.

Submission history can be used to track all submissions related to a particular PCN nhumber.
This is especially useful where updates have occurred, and even in cases of where a new
notification has been made following a significant change in composition.
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12.3.2 Saving the Submission report

Using your browser default functionality, the Submission report can be saved and printed in
PDF if, for example, you need proof of notification.

Proof of notification.pdf - Adobe Acrobat Reader DC
File Edit View Sign Window Help

Home Tools Proof of notificatio... %
B Y ® B8 Q ® ©@ 100 MO wx- F 5 F
= T (B ¥
ECHA Submission Portal Page l of 1
/Ir = ECHA u ﬂ JaneDoes
_ 4 _J Submission portal B Purple Haze Chemicals
=| Submission report
‘Go to search
Submission status: Succeeded @&
Dossier type: CLP Poison centres notification Submitted by: Jane Does
‘Submission number: RMH113838-21 Purple Haze Chemicals
‘Submitted IUCLID version: 6_5 ECHA-f42Bc44e-79b3-4f7f-a72b-7T8e7cedadbed
Submission information Recipients (Member States - market placement)
PCN number 32469006-c55b-4023-2dce-be3cdba 12069 Finland
Mixture name Hazardous mixture_newformulation
Dossier name Dossier 108 Submission events
Dossier UUID 4b237e77-c280-47ec-0360-71380c23788
File name 4b237e77-c280-472c-0369-7f1380c23788.i6z 29/04/2021 10:28 Dossier submitted
Reason for submission Mew netification after a significant change of 20/04/202110:28 Dossier passed validation checks
compasition 20/04/2021 10:29 Dossier received by Fl

Type of submission

Product information

Use type Consumer
MName(s) Cleanbright
Identifier(s) ZB00-U0RP-S00H-1AWX

Submission history
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12.4 Submission portal validation report and resubmission after failure

Given that additional checks are performed by the system upon submission, it is possible to

trigger a validation or quality rule.

The ECHA Submission portal creates a Validation Report - the link to this report is available
from the Submission Report. Only in case the Submission status is set to ‘Succeeded with
warnings’ is when the Validation Report is also forwarded to the Appointed Body.

/ = ECHA
N JSubmiionpomll

= Submission report

Go to search

Submission status: Failed

Dossier type: CLP Poison centres notification
Submission number: RMH531982-10
Submitted IUCLID version: 6_5

/“Ec.ua

_J Submission portal

= | Validation report

Go to search

Dossier type:
Submission number: RMH531982-10
Validated IUCLID version: 6_5

Decument name

Level Rul

= e Section number and name
e BR510 MiM, 1.1, identification (mixture)
[ ] BRSZ7 | MM, 1.1, identification (mixture)

Mixture compesition. 001, Mixture

WV SN

CLP Poison centres notification

JaneDoes
Purple Haze Chemicals

B QO

| View Validation report

n
Submitted by: Jane Does

Purple Haze Chemicals

ECHA-f428c44e-79b3-4f7f-a72b-78e7ceda3bed

8

.f":: JaneDoes

Purple Haze Chemicals

View Submission report

Submission status: Failed E3

Submitted by: Jane Does
Purple Haze Chemicals
ECHA-f42Bc44e-79b3-9f7f-a72b-78eTcada3bed

Message

Mixture (MiM) informaticn is incomplete. Exactly one ‘Classification and lsbelling information
record must be provided for 2ach Mixture component (MiM) of your mixture. If the component
i= classified, complete the record with all the relevant elassification information. If the
component is not classified, select 'Not classified and indicate nothing further in the record.

Mixture in mixture {MiM) identification is incomplete. When you cannot provide the full
composition of the MiM, you have to provide either UF| number in "Regulatery programme
identifiers’ or available composition of the mixture (from SDS, unless the MiM is not
hazardous) and information about the 'Supplier’

"Mixture composition information should be improved. When the reported concentration value

iz nd3 then miratio ould be rgunded up & deci for eac bstance
r e e SEe Sy e P
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12.5 Searching poison centre notifications in the Submission portal

All the submissions made by the active legal entity will be listed in the search page, each
submission is assigned a Submission number.

e Search criteria can be entered accordingly e.g. by submission number, PCN number,
UFI, submission status, etc.

e A'Sort by’ functionality (either ‘Newer first’ or ‘Older first’) is available

e Scroll through functionality can be used to scroll through each page if there are multiple
pages of search results.

§ -
J Sasamiasion portal

=| Search

== B

Submicsian numbar | | Submicsion states |

Deasslar typa | P Polson canfras noflcdon Submission date Tromi | |'- 1o | |"

Dssier UUAD | |

PCH resmibsar | | Submiesion reason |

uF | |

Hamas | |

Paga 027 s erty
I RMHDY1B63-18 & OTAWIO 15 |
FCH numbar BEfZoT-BISE-4169-a21-T43al el e LA} BI00-LIDCW- SO0H:-DPEE, 4500-CO2T-0003-D0UR m
Maman 5 first beat, Broup submisscion - detepants, Coan o Dossker LLID 11 ShéfeE-5e0-4350 B - 2A4EEL T3

L o W W L " S S S S S S S S S S S o Y

B D o oAn. .
PCH numbsr DS lSd o d5-daeT-F30- 1 2B ERI 60T LAz} D200-LI0CW S00H-DMNOL m
P Hazardowes mbthwe 108, Hazandows mbdues:, Cleanie_.  Doscker LUID ool P e g s - W i L

ﬂmgnﬂnu OS5DSZ203T 1420
PCH numibser S TSdo i 4aeT-33o0- 1218 EE2MEc3 LUFs} D200-LI0OW- SO0H-DMOU m
HETRS Hazardous mibchwe 108, Hazandows mibthes, Cieanbe_. Dossker LUID BITESd-ITS T e BTl S TT I AST

B ek
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The submission number is a link to the submission report for a particular submission. There
are various symbols to indicate if the submission is an initial or update, or if it has a successful
(|Zl) or failed status (). Hovering over the symbol in the application will display what the
symbol represents.

Notification type ‘ Description

A successful initial submission must always exist for a

Initial Submission O] e
notification

g An updated submission is where certain changes have been

Update Submission made that do not affect the mixture composition

New notification after a change A new notification after a change of composition still keeps the
link between the previous mixture composition (through the

in composition 8? previous PCN number)

12.5.1 Exporting search results from the portal to Excel

An ‘Export to Excel’ functionality is available in the top right-hand corner of the search page,
which exports specific information about the dossier.

|

.

o = . 1= ! et
0] & | [caib === BwepTen Generdl . ot B E
Paste - B I U /! === =3 Eu & Certer ~ =R &0 .00 Conditional Format as  Cell ]
v =¥ - : =====H erge & Lente B~ % Y T Formatting ~  Table ~  Styles » i}
Cliphaand ] Fant ] Alignanent = Muimibier = Slyles
L15 = S
A B 1 C D E F G H | ]

Reference Names Identifiers typ |dentifiers Dossier type Submission n Submission status Submission date Submission type

4184fe94- test for u Unique formul 5200-U0CW-50 CLP Poison cer RMHS29587-!succeeded
4184fe94-" test for u Unigue formul 5200-U0CW-50 CLP Poison cet RMH894524-(succeeded
4184fe24- test for u Unigue formul 5200-U0CW-50 CLP Poison cet RMH743105- succeeded
33b692d0- Initial tes Unigque formul 5200-U0CW-50CLP Poison cerRMH213725-Isucceeded
33b692d0- Initial tes Unique formul 5200-U0CW-50 CLP Poison cer RMHE96099-¢ succeeded

L LV R TN N

2021-03-17T18:57:54 update
2021-03-17T18:39:36, update
2021-03-17T18:21:41. initial
2021-03-17T17:17:20.update
2021-03-17T17:14:34.initial

£ 5T 0 o A 000 s 0B i oo b T A A A A e e A A i A A A
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Appendix 1. Instructions: establishing a foreign user

The following is an example of how to set up a foreign user (i.e. ‘third party’) in ECHA Accounts.

A foreign user is essentially an external user that has been appointed by the legal entity manager
of a company to work on their behalf e.g. in IUCLID Cloud and the ECHA Submission portal.

In the context of this manual, a foreign user can perform actions on behalf of the company such
as the preparation and submission of poison centre notifications.

! Granting access to a foreign user may expose confidential data. It is important that
~ companies agree on the scope of access and how the confidential information is
handled.

The steps below outline an example of how to establish a foreign user in ECHA Accounts.

Step 1. A consultancy company sends their ECHA Account username (SafeConsults) and legal
entity UUID number to the duty holder i.e. the legal submitter, ‘Purple Haze Chemicals’. This
process occurs outside of the ECHA Accounts functionality.

Step 2. The duty holder ‘Purple Haze Chemicals’ clicks Add foreign user to launch the 3-step

wizard in order to add ‘SafeConsults’ as a foreign user to her legal entity profile.

Purple Haze Chemicals

LEGAL ENTITY USERS + Create new user ” Il) Add foreign user ‘l
Tart by
Usemname N Search
Username Name Email User roles Status Actions
LE Manager
IUCLID Beta Full Access
JaneDoes Jane Does IUCLID Full Access Active (@Y

REACH Manager
Submission Portal Manager
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In the first wizard step, Purple Haze Chemicals enters the user name and UUID provided by

the consultant that was sent to her.

° Insert infermation of foreign user e Assign roles to user e Confirm addition of user

USER INFORMATION

Uszrmame

SafeConsults

Primary Legal Entity UUID *

ECHA-1fbcf2cc-bbc0-40af-BcB4-65cf5cee2034

Please, enter the UUID of the Legal Entity the user belongs to.

The second wizard step requires defining the user profile and is completed by adding the User
roles according to preferences of Purple Haze Chemicals, e.g. which service to use (Cloud or

Portal) and which rights (full access or read only)

Purple Haze Chemicals
Add foreign user

0 Insert information of foreign user e Assign roles to user e Confirm addition of user
USER PROFILE
IUCLID Full Access Submission Portal Manager

In the third and final step of the wizard, a warning message appears before the completion
process is finalised

Assigning a user from another company to work on behalf of your company may expose confidential data to that user. Please ensure that the assigned [
I| user can be trusted before you continue. As actions undertaken by this user will be binding on your company, you also need to ensure that the user has legal ||
Il authority to act on your company’s behalf. Proceed? ||

Back Add foreign user

" Where local installations of IUCLID are in use, note that after JaneDoes adds
¥, the details of her foreign user consultant in ECHA Accounts, she would then need
to export and send her own legal entity information in IUCLID format to them.

The consultant imports the legal entity file into their own IUCLID system who
initiates a notification and assigns it to the Duty holder’s legal entity. The
consultant switches to the legal entity of the Duty holder in the ECHA Submission
portal when the dossier is ready to be submitted.
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Step 3. Purple Haze Chemicals can now see the details of the foreign user consultant in the list
of legal entity users. Note that the consultant company will also be able to see in ECHA
Accounts the list of legal entities for which they work for as well.

Purple Haze Chemicals Purple Haze Chemicals
View account details
LEGAL ENTITY USERS + Create newuser  [lll Add foreign user
USER INFORMATION # Edit
= - GENERAL DETAILS
Usemname Search
John
Usemame Name Email User roles Status Action)
Smith
LE Manager
IUCLID Beta Full Access heidi rasikari@echa. europa.cu &
JaneDoes Jane Does IUCLID Full Access Active Q
REACH Manager
Submission Portal Manager
IUCLID Full Access
1l safeCansults John Smith IUCLID Trial Full Access Active [} SafeConsults

Submission Portal Manager
Jun 11, 2020

_——
LEGAL ENTITY

SaferConsults

ECHA-1fbcf2ce-b6c0-40af-8c84-65cf5cee2034

USER PROFILE
Roles

IUCLID Full Access IUCLID Trial Full Access Submission Portal Manager

Step 4. The ECHA Cloud services and ECHA Submission portal share the same options in the
top bar. From here, the consultant can select the legal entity on whose behalf to work on by
selecting ‘Switch legal entity’. Note that the foreign user will only see the data relevant to the
selected legal entity

,-\’1\(] SafeConsults

SaferConsults

Switching the legal entity Is one of those features that allow
users being members of more than one legal entity to
change the acting legal entity. The selection of the acting
legal entity in one application (e.g. ECHA Cloud services) is
carried to the other one (e.g. ECHA Submission portal), so
users need to perform the action just once.

ECHA Cloud

=)
T] ECHA Submission
‘@l portal

= Manage account

If a consultant is working for many customers, they can use
this functionality to move from one customer’s data to the
other without having to log out and log in again.

ﬁw Switch legal entity v&

Purple Haze Chemicals

[‘:' Logout
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Step 5. The consultant can now prepare/submit a dossier on behalf of the legal entity Purple

Haze Chemicals.

-‘wuuus

Dashboard > Mixtures / Products > Haz mix
= @ Haz mix
17752560-597b-4783-9695-0a2117b1315¢

Working context:  CLP Poison centres notification

r/: CLP Poison centres notification

e T Hazmix

Mixture name*

[+ Mixture information and product 9

Haz mix
UUID: 17752560-597b-4783-9b95-0a2117b1315¢

(‘\/ SafeConsults
Purple Haze Chemicals

v [£] View Dossiers & Validate

identity

| v Mixture identity and legal submitter 0

Legal entity owner*
Purple Haze Chemicals | Helsinki | Finlargd

| n T Hazmix
Mixture composition 0 +
Product identity e

Other identifiers

# Name type Name Country

4+ New item

Remarks Action

.i Where local installations of IUCLID are in use, the consultant initiates a notification
and assigns it to the Duty holder’s legal entity. The consultant switches to the legal
entity of the Duty holder in the ECHA Submission portal when the dossier is ready

to be submitted.

B

submission.

When the legal entity of the submitter does not match the legal entity of the
dossier, the error BR570 will present itself in the validation report, failing the

/ N ECHA

J Submission portal

= Validation report

Dossier type:
Submission number: RMH705986-97
Validated IUCLID version: 6_5
Document name
Level Rule -
Section number and name
<] BR570

CLP Poison centres notification

n Q @ ‘:::msz?'(’:shemicals

View Submission report

Submission status: Failed

Submitted by: John Smith
Purple Haze Chemicals
ECHA-f428c44e-79b3-4f7f-a72b-78e7ceda3bed

Message

The Legal Entity information provided in the dossier is either empty or not the same as the
Legal Entity information of your ECHA account. If you intend to submit the dossier on behalf of
the dossier's Legal Entity, please check whether you need to switch Legal Entity.
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Appendix 2. Troubleshooting BR570 and legal entity
consistency

The legal entity UUID in the PCN dossier (mixture level) must match the UUID of the logged in
user in the ECHA Submission portal.

DATA PREPARATION SUBMISSION
‘Jonuuuuﬁ SUBMIT
PCN dossier
ECHA

J Submission portal

Dossier header

Legal entity A

Mixture information :': = @

[ﬂﬁ Legal entity A-

When a company is preparing and submitting their own notifications, the legal entities
available in the dossier should, in theory, already be synchronised with the legal entity in the
ECHA Submission portal. This would be the case, for example:

e of a duty holder (formulator, toll formulator, EU importer) notifying their own mixture
without the assistance of a third party.

e an EU company who shares the same legal entity as their EU subsidiaries, prepares and
submits on their behalf.

There are other scenarios, however, where different legal entities may be involved in a
notification, it is essential they establish sound legal entity management.

! The legal entity UUID of the logged in user’s company in the ECHA Submission
portal must match the legal entity UUID in the PCN dossier (Mixture level). If there
is @ mismatch, the dossier will fail the Business rule BR570.




PCN: a practical guide - version 4.0 109

A.2.1 How can legal entity inconsistencies occur in the dossier and
portal?

A.2.1.1 When a third party is preparing/submitting in the portal on
behalf of a duty holder.

There are instances where a legal entity preparing a dossier may be different to the legal
entity legally required to make the submission and would likely result in a legal entity
inconsistency. This would, in practice, be expected in the following examples:

e An EU company ‘Mother company’ submitting on behalf of EU Subsidiary duty holder
(different legal entities)

e A non-EU company preparing a notification on behalf of their EU Subsidiary duty holder
e A consultant submitting on behalf of a Duty Holder
Ensuring consistency in the legal entities in the ECHA Submission portal and the dossier in

such cases can be achieved by establishing a ‘foreign user’ and ensuring correct legal entity
management in ECHA Accounts, covered in Appendix 11.

@ A foreign user can perform actions on behalf of the company that grants them
permission to use an account from their own ECHA account.

A.2.1.2 When a duplicate legal entity exists

In some cases, a legal entity may have unknowingly created two different versions of the
‘same’ legal entity i.e. the name is the same but the associated UUID number is different.
When the system compares if the legal entities are matching, it compares the UUID’s
associated to the legal entities.

This may be expected if a company has previously created a legal entity object in IUCLID, and
did not import the file to ECHA Accounts when it was created, rather, creating a new legal
entity object.

@ Having two duplicate legal entities may result in business rule failures due to
inconsistencies in the UUIDs.

It is possible to change the legal entity details in the ECHA Submission portal or in the IUCLID
notification.
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A.2.1.3 Failure to add/update legal entity details in IUCLID offline

In cases where a company has installed IUCLID Desktop Client to work offline in their local
systems, any legal entity changes made in ECHA Accounts will have to be manually replicated
in the dossier preparation tool.
To add/update legal entity details into the IUCLID instance, the following steps are required:
In the ECHA Submission portal

1. Connect to the ECHA Submission portal of the legal entity of which the change is required

for

2. From the top-right corner menu of the user tab, select ‘Manage account’

In ECHA Accounts

3. Go to ‘My account’, select ‘Legal entity’ and from the legal entity page, select ‘Export’

4. Save the legal entity .i6z file locally.

r‘ E c HA ‘ JaneDoes

---------------------- =

Purple Haze Chemicals
DASHBOARD

MY ACCOUNT GENERAL INFORMATION # Edit | & Export

@ LeGALENTITY GENERAL DETAILS

Legal Entity name
ﬂ General Information Purple Haze Chemicals

E5 Contacts ECHA-f428c44e-79b3-4f7f-a72b-78e7cedadbed

D-UHN-§

& Users

VAT number

In IUCLID Desktop dashboard

5. Open the IUCLID6 Desktop Client. From the Dashboard page select ‘Import’ or ‘Browse’
and add the .i6z legal entity file that you saved in the previous step.

6. After successfully importing the legal entity, it can be opened and you will be able to
check it’s UUID number
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A.2.1.4 Mismanagement of S2S keys in the system-to-system service

In cases where a third party user i.e. having a different legal entity, is preparing and
submitting through system to system to the ECHA Submission portal on behalf of the legal
submitter, they will need to do so using the legal submitter’s S2S keys.

In practice, different legal entities would be expected in the following examples:
e Consultant or other 3™ party company on behalf of the Customer
e EU or non-EU Mother company on behalf of a Subsidiary (different legal entities). In

case the Mother company submits on behalf of more than one Subsidiary, the Mother
company should create/obtain the S2S keys for all the companies.

! Defining multiple S2S accounts for the same company is not currently allowed. As
a result, if both the third party and duty holder would like to submit through S2S,
they have to share the same S2S key.

An inconsistency between legal entities can be avoided by establishing a ‘foreign user’ in ECHA
Accounts and ensuring correct usage of the S2S key. This is explained in the ‘How to join the
system to system services’ but in general, this is achieved by the following:

1. In ECHA Accounts the legal submitter adds a third party as a foreign user (see
Appendix 1) and then, either assigns the third party the S2S Keys Manager role, so
that they can generate the S2S key (or generate the S2S key themselves and send it
directly to the third party).

2. In the third party’s system, a dossier is created which includes the legal submitter’s
legal entity (at the mixture level).

3. The third party submits the dossier in the ECHA Submission portal using the legal
submitter’s S2S key.

! Avoid a business rule failure and ensure the consistency of legal entities in the
dossier and in the S2S key.
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