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Introduction

This guidance is for applicants and chemical data providers for an assessment certificate
application that includes validation of the IUCLID6 dataset.

Instructions

After entering all chemical-related information in the latest version of IUCLID6 (above Ver.
6.18.0), follow the steps below to validate the prepared chemical dataset.

To validate your dataset, select the relevant application type. It will be the one based on your
category of introduction.

This will be listed under the ‘Submission type’ menu.
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Select the relevant application type from the ‘Pick list’ and then click ‘Apply’.

New submission type

Select submission type

AICIS Certificate application - Comparable hazard assessment v

AICIS Certificate application - Environment focus 2

AICIS Certificate application - Health and environment focus .
AICIS Certificate application - Health focus /
AICIS Certificate application - Very low to low risk

AICIS Commercial Evaluation Authorisation

BPR Active substance information

BPR Basic information (substance)

BPR Microorganisms

BPR Substance of concern

Category document selector table of contents

Chesar input information

CLP Alternative name request

CLP Notification

CLP Poison centres notification (substance information)

CLP Regulation - CLH dossier

Complete table of contents

Endpoints information

EU PPP Active substance information

EU PPP Basic information (substance)

EU PPP Microorganisms

You will then need to confirm that the chemical dataset you wish to validate is open. Check
for the correct chemical name.
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To run the validation assistant, click on the ‘Validate’ button.
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This will open the ‘Validation assistant’. You will be required to provide further details.
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If you are a joint applicant or a chemical data provider:

e tick the ‘This is a joint application OR there is a chemical data provider’ checkbox
o select the role that applies to you, either ‘Certificate applicant’ or ‘Chemical data
provider’.
00:. UCLID6 a l IUCLIDUser

AlCIS

@ AICIS Certificate application - Health and environment focus

Dossier name (given by user)

Dossier submission remark

Information on data submitted

'\7] This is a joint application OR there is a chemical data provider /

Role of information provider in this submission

Certificate applicant /

Chemical data provider

Information provided in this submission

Information provided in this submission

Introduction requiring additional information

Class of introduction requiring additional information relevant to this submission
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You will then need to select the information you are providing in the submission.

Click on the arrow in the ‘Information provided in this submission’ field. Click on the check
box for all applicable sections.

Information provided in this submission

Information provided in this submission® ¥

Select/Deselect all

Inti : SR :
Identity, composition and analytical information
C
Classification & labelling
Manufacture, use and exposur
’hysical and chemical properties

Environmental fate and pat

Ecotoxicological and toxicological information

If your chemical has not been categorised as a specified class of introduction, then check the
‘No class relevant’ checkbox.

Introduction requiring additional information
Class of introduction requiring additional information relevant to this submission

#  No class relevant

Class of introduction
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If your chemical has been categorised as a specified class of introduction, you will have had
additional information requirements to fulfil. Click on the arrow in the ‘Class of introduction’
field.

This will open a drop-down list menu allowing you to select the relevant class of introduction.
Click on the check box that applies.

Class of introduction @

Select/Deselect all

Once you have completed the information on data submitted, and identified if the introduction
required additional information, click the ‘Validate’ button. This will then run the validation
assistant.
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When the validation is complete, the program will display the following validation assistant
report. Make sure the report has no failures in the ‘Submission checks’ tab.
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€ Chemical name for dataset validation

Make sure the validation assistant report has no failures in the ‘Quality checks’ tab.
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I ® Quality checks [ I*

Most of the errors will have hyperlinks that take you to the correct document to rectify the
errors.

Repeat this step until there are no submission or quality checks.
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Once all checks have been passed, you can then create a dossier and download it as an .i6z
file to upload it in the portal. You can then declare your application. You must do this step in
the business portal.
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