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Regulatory recap 



Poison centre notifications – ‘PCN’ 

• ‘PCN’ obligation since 2009: Article 45 CLP 

• Duty holders EU/EEA downstream users & importers 

• Scope: mixtures classified for human health or physical 
hazards placed on the market 

• Annex VIII published 2017: comply with harmonised 

• information requirements in all Member States 

• preparation of data in harmonised format 
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Timelines for compliance 

• Compliance with Annex VIII for ‘new’ mixtures according to 
the use type of the mixture. 

• Up until compliance date, national obligations apply 
• Transition period for notified mixtures ends 1 January 2025  

• earlier if change required to existing notification 

https://www.youtube.com/watch?time_continue=
14&v=-7f88r6Dk0Y&feature=emb_logo  
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2nd Amendment of Annex VIII 

• ‘Workability’ amendment following identification of generic 
and sector specific issues.  
 

• Solutions sought to balance the need for information required 
and administrative burden/difficulty to comply 
 

 

• Construction products, bespoke paints, fuels, interchangeable 
component groups 

 

 
Industry 

burden 

Effective emergency 
health response 

Workability concerns 
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Navigating the PCN format 
and IT tools 



ECHA tools for industry  

• UFI generator 

• Harmonised ‘XML’ PCN submission format 

• European product categorisation system 

• Scientific guidance and technical support 

• Tools to support preparation and submission 
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Closer look at the UFI 



The UFI code - recap 

• Unique formula identifier assigned to a mixture composition  

• Included in submission & product UFI: VDU1-414F-1003-1862 

• Printed on or affixed to label e.g. sticker 

• Clearly visible and legible  

• Indelibly marked and firmly attached (if a sticker is used) 
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Generating a UFI 

• Industry obligation to generate UFI 

• Online UFI Generator tool, or, UFI algorithm implemented in 
own system 

• Input parameters  
• VAT number (not mandatory, alternatives available)   

• internal formulation number (number between 0 and 268,435,455) 
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Where on the label? 

• No fixed rules concerning the positioning 
of the UFI on the label, it can be either: 
 

a) section for ‘supplemental 
information’ or be placed 

b) in proximity of the product name or 
trade name. 

 

• Possible to place outside the label on 
the inner packaging, but, must be 
located with  obligatory CLP label 
elements such as the product identifiers 
or hazard information  

 

 

 

12 

UFI: VDU1-414F-1003-1862 
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Specific derogations 

• For mixtures used on industrial sites the UFI can be 
alternatively included in the Safety Data Sheet (SDS; 
Section 1.1) 
 

• For unpackaged mixtures the UFI is an information 
requirement in Section 1.1 SDS.  
 

 

• For products that have multiple packaging layers, the 
UFI is only required on the inner packaging e.g. it is not 
required on the outer packaging or transport packaging. 

UFI: VDU1-414F-1003-1862 
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Special case multi-components 

• Each mixture requires it’s own notification! 

• Multi-component products have separate labels 
for each component – each with it’s own UFI 

 



• Several UFI codes per label not recommended 

 

Special case multi language label 
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• Exceptional cases if 
multiple UFIs are used, 
country code should 
be used in proximity of 
the corresponding UFI 
code 

UFI: VDU1-414F-1003-1862 



• Inner packaging so small or awkward shape and 
not possible to place the UFI  

• UFI should be placed in either 

• fold-out labels (advised to include UFI on front and back 
page) 

• tie-on tags, or 

• outer packaging 

Special case small packaging 
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https://echa.europa.eu/guidance-
documents/guidance-on-clp  

UFI: VDU1-414F-1003-1862 

UFI: VDU1-414F-1003-1862 

UFI: VDU1-414F-1003-1862 

Guidance on labelling and packaging  

https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp
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Submission format and tools 



Ways to prepare a PCN notification 

 
 

 

PCN format 

Online in IUCLID Cloud 
- Maintained by ECHA 
- Secure data storage 
- https://echa.europa.eu/support/dossier-submission-

tools/echa-cloud-services  

Offline in IUCLID 6 
- Downloaded from IUCLID website 
- Desktop and server versions 
- https://iuclid6.echa.europa.eu/  

System-to-system service 
- Prepared in company’s system 
- Automated & bulk approach 
- https://poisoncentres.echa.europa.eu/system-to-system-service  
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Ways to submit a PCN notification 

 
 

 

ECHA Submission portal 
• A centralised tool for preparing, submitting 

and managing submissions 
• Supports multimarket submissions 
• https://poisoncentres.echa.europa.eu/echa-

submission-portal  

 

National systems 
• Some will remain available, most rely on the ECHA 

Submission portal 
• Harmonised format from Annex VIII 
• https://poisoncentres.echa.europa.eu/appointed-

bodies  

System-to-system service 
• Automatic & bulk submission of dossiers 
• Request to access the service 

http://comments.echa.europa.eu/comments_
cms/Contact_S2S.aspx  
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Portal page  

• Access to the Portal 

• Lists which countries 
are accepting portal 
notifications 

• Link to the submission 
testing environment 

• Comprehensive 
support material! 

https://poisoncentres.echa.europa.eu/
echa-submission-portal  

https://poisoncentres.echa.europa.eu/echa-submission-portal
https://poisoncentres.echa.europa.eu/echa-submission-portal
https://poisoncentres.echa.europa.eu/echa-submission-portal
https://poisoncentres.echa.europa.eu/echa-submission-portal
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https://poisoncentres.echa.europa.eu/echa-submission-portal
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Portal - dashboard 

• PCN users and SCIP notification users 

• Create a dossier in IUCLID cloud 

• Submit online 

• Search submissions 

 



Accessing ECHA’s IT applications 



Getting access to EHCA’s IT applications 
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Create an ECHA 
Account 

Assign a legal 
entity 

Define user roles 

1 2 3 

Full details in ECHA Accounts manual at 
https://www.echa.europa.eu/documents/10162/21721613/e
cha_accounts_en.pdf/   

https://www.echa.europa.eu/documents/10162/21721613/echa_accounts_en.pdf/
https://www.echa.europa.eu/documents/10162/21721613/echa_accounts_en.pdf/
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Creating an ECHA Account 

• An ECHA account allows you to login to all of ECHAs IT 
applications.  
 

• One username/one password to access REACH-IT, R4BP 3, 
ePIC, ECHA cloud services and the ECHA Submission portal 
 

• To create an ECHA Account, go to the login page at 
https://idp-industry.echa.europa.eu/idp/  
 

• Provide name/contact details, e-mail confirmation 
 
 

https://idp-industry.echa.europa.eu/idp/
https://idp-industry.echa.europa.eu/idp/
https://idp-industry.echa.europa.eu/idp/
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Assign a legal entity 

• Assign a legal entity to the account by adding details about 
the company 
 

• Each legal entity is assigned a UUID number which is 
mandatory the dossier 
 

• Consistency check of UUID between the dossier and in the 
portal upon submission 
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User roles 

• Define the users and their roles 
o ‘Legal entity manager’ 
o Submission portal manager 
o IUCLID full access 

 
• Consultants can work on behalf of a company when 

appointed as a ‘foreign user’ 



Create a dossier in IUCLID 
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Dossier creation overview 

Create a new 
dataset 

Fill in dossier 
header 

Enter 
information 

Validate & 
create dossier 

1 2 3 4 

Step by step instructions in PCN practical guide at 
https://poisoncentres.echa.europa.eu/documents/222845
44/22295820/pcn_practical_guide_en.pdf/  

https://poisoncentres.echa.europa.eu/documents/22284544/22295820/pcn_practical_guide_en.pdf/
https://poisoncentres.echa.europa.eu/documents/22284544/22295820/pcn_practical_guide_en.pdf/


Create a dataset 
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IUCLID dashboard 
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Create a new mixture dataset 

• Enter a name for the mixture dataset 

• Specify ‘working context’ ‘CLP poison centre notification’ 

• Open the draft dossier header 

 

 



Dossier header 
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Dossier header  

• Contains the information 
that defines the validation 
rules  
 

• Establishes the free text 
fields for certain sections in 
specific language 
 

• NOTE- Submission type 
selection only if relevant 

• Group (not supported) 

• Limited (industrial use only) 

• Voluntary (for non-duty holders 

or mixtures out of scope) 

 

 

 



Enter the required information 
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Enter information 

• Navigation tree to move 
from dossier header to 
other sections 
 

• Uses expandable and 
collapsible windows 
 

• Create new ‘document’ + 
to enter information 
 

• New support material for 
step by step in ‘PCN 
practical guide’ and video 
tutorial 
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Mixture composition document (i) 

• All components (substances, mixture in mixtures) 
added in the mixture composition document 

• Use checkboxes to flag ‘special’ components generic 
component identifiers, interchangeable component 
groups, standard formulas 
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Generic component identifier 

• Recently renamed from ‘Generic product identifier) 

• Perfumes or colouring agents if they are not 
classified for any health hazard.  

• Can be either substances or mixture in mixtures.  

• Name & function 

• Concentration 

• GCI check box 

 

Mixture composition (ii) 
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Standard formulas 

 
• Certain constructions products that conform with 

composition corresponding to specific Standard Formulas 
(Part D Annex VIII) can be notified according to that 
formula’s components and concentration.  

 

• Fuels listed in Table 3 Annex VIII identified according to 
safety data sheet. They are technically handled as a 
Standard Formula. 

 

• In the PCN, Standard Formula selected from the picklist 
and the components flagged in the notification. Alerts the 
system to apply different validation rule set. Validation rules 
for fuels differ from rules for construction products. 

Mixture composition (iii) 
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Interchangeable Component Groups 

• Consists of interchangeable components (fit certain criteria), 
where each can be used interchangeably in a mixture without altering 
it’s overall classification, hazard or emergency health response.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

• Cross sector solution to address unknown mixture composition 
due to change in component(s), e.g. ‘same’ component, different 
suppliers. 

• In the PCN, an ICG is created as a 
mixture and interchangeable 
components (substances or mixtures) 
are added & flagged. The concentration 
is given to the group not the individual 
components 

Mixture composition (iv) 
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Reference substance 

• Every substance component must 
be linked to a reference substance 
document 

• Defines the identity of a substance 

• Can be created on the spot or 
downloaded from the IUCLID 
website 

• Reference substance documents 
can be selected for re-use once it 
is in the working environment.  

https://iuclid6.echa.europa.eu/web/iuclid/get-reference-substances  

Mixture composition (v) 

https://iuclid6.echa.europa.eu/web/iuclid/get-reference-substances
https://iuclid6.echa.europa.eu/web/iuclid/get-reference-substances
https://iuclid6.echa.europa.eu/web/iuclid/get-reference-substances
https://iuclid6.echa.europa.eu/web/iuclid/get-reference-substances
https://iuclid6.echa.europa.eu/web/iuclid/get-reference-substances
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Toxicological information 

• Free text fields field 
according to section 11 of 
the safety data sheet 
 

• Required in all languages 
as indicated in the draft 
dossier header 
 

• Information must stand 
alone i.e. not contain 
references to other 
sections of the safety 
data sheet 

 

 



Validate and create 



Validation rules 

• Over 120 rules implemented in 

• Validation Assistant (before submission) 

• Portal Assistant (database check upon submission) 

• List of validation rules available: 

https://poisoncentres.echa.europa.eu/poison-centres-
notification-format 
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The Validation assistant 

• Integrated into the preparation tools to check the included 
information before making a submission. 
 

• Checks presence and quality of information, and internal 
dossier consistency  
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Validation report 

• The validation report displays the outcome of the checks: 
 

No failures (dossier will be accepted and forwarded to authorities) 

! Quality rules (dossier accepted but forwarded with the validation 

report highlighting potential deficiencies) 

x Failures (dossier will not be accepted by the system – fix errors – 
create and resubmit dossier) 

 



Submitting the dossier 
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Dossier submission overview 

 

 

Upload & 
submit 

Get submission 
report 

Placing on the 
market 

Update 

1 2 3 4 



Upload and submit 



49 

Prepare and submit online 

• After dossier created, proceed to submission. 

• File automatically uploaded -> Submit! 
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Manual upload and submit page 

• Upload the dossier manually in import box 

• Links to the submission report. 

• Following successful submission, a submission 
number is assigned. 



Submission report 
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Submission report 

• Summary of the submission 

• Submission status succeeded, 
succeeded with warnings or 
failed. 

• Submission and product 
information – initial, update, 
name of the mixture etc. and 
history details 

• Lists the Member States for 
market placement  

• Submission events – critical 
to know to determine when to 
place on the market 
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Search submissions 

• Searching submissions by 

• A ‘Sort by’ functionality 

• Scrolling ‘<’ or ‘>’ 

• Entering search criteria 
 

• Search results exported to 
Excel 
 

• The submission number is 
links to the submission report 
 

• Symbols to indicate if the 
submission is an initial    or 
update   , or if it has a passed    
or failed    status 

 



Placing on the market 
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Member States – where are they now? 

• Information received by Member States – updated when new 
information is received  

- Readiness and submission system options 
- Languages accepted 
- Fees charged 
- Timing for placing on the market 

Member State overview 
https://poisoncentres.echa.europa.eu/
appointed-bodies  

 

https://poisoncentres.echa.europa.eu/appointed-bodies
https://poisoncentres.echa.europa.eu/appointed-bodies
https://poisoncentres.echa.europa.eu/appointed-bodies
https://poisoncentres.echa.europa.eu/appointed-bodies


Considerations… 

• Currently, not all countries are ready to accept harmonised 
notifications via the ECHA portal and national obligations 
apply 

• Submissions made to Member States not accepting  

• are not considered as fulfilling legal requirements 

• remain in the database until Member State is connected and 
receiving 

• Submission report indicates if ‘Received by [country]’  

    BUT 

    -> check the Member States Overview to confirm if the   

         Member State is connected and accepting the  

         submitted notifications 
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Keeping up to date 
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Considerations 

• Notification should be valid and up to date at all times. 

• Updated notification is a revised version 

• Update notification before changed mixture placed on the 
market 

• Change in mixture product identifier (including UFI) 

• Change in mixture classification 

• New toxicological data available 

• When changes in composition outside of the allowed ranges 
in Annex VIII 

 

• Updated notification without undue delay e.g. new 
packaging type, change in emergency contact details, 
correction of error… 
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Significant change in composition 
 

• When changes in composition outside of the allowed ranges in 

Annex VIII = new UFI! 

 

https://poisoncentres.echa.europa.eu/lt/
components-of-major-concern  

https://poisoncentres.echa.europa.eu/lt/components-of-major-concern
https://poisoncentres.echa.europa.eu/lt/components-of-major-concern
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Indicating an update 

• In the dossier header make relevant selection in 
the ‘notification type’ 
 

• Updates require justification 

 



Guidance & support 
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Relevant ECHA Guidance 

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

• Annex VIII 
• V 3.0 - translated 
• V 4.0 - 2021 

 
• Labelling and packaging 

 
 
 

• Substances in articles 
• Safety Data Sheet 
• Substance identity and naming 

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

https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp
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PCN practical guide 

• Recently updated 

• Step by step how to: 

• access tools 

• prepare dossier 

• validate & create 

• generate preview report 

 

 

 

 

 

 

https://poisoncentres.echa.europa.eu
/echa-submission-portal  

https://poisoncentres.echa.europa.eu/echa-submission-portal
https://poisoncentres.echa.europa.eu/echa-submission-portal
https://poisoncentres.echa.europa.eu/echa-submission-portal
https://poisoncentres.echa.europa.eu/echa-submission-portal
https://poisoncentres.echa.europa.eu/echa-submission-portal
https://poisoncentres.echa.europa.eu/echa-submission-portal
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e-Learning page 

• For more visual support 
material: 

• Animations 

• Webinars 

• Videos 
 

• New video tutorials!  

 

 

Step 1 - Creating a mixture dataset & checking 
the legal entity 
 
Step 2 – Entering information in the mixture 
composition 
 
Step 3 – Entering product and additional 
information 
 
Step 4 - Explaining toxicological information 
and classification and labelling 

https://www.youtube.com/watch?v=STJUYpdR9EQ
https://www.youtube.com/watch?v=STJUYpdR9EQ
https://www.youtube.com/watch?v=STJUYpdR9EQ
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https://youtu.be/HV9HcaWgMdE
https://youtu.be/HV9HcaWgMdE
https://youtu.be/HV9HcaWgMdE
https://www.youtube.com/watch?v=B6nDqFV_xts
https://www.youtube.com/watch?v=B6nDqFV_xts
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Poison Centres Website 
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https://poisoncentres.echa.europa.eu  

https://poisoncentres.echa.europa.eu/
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Steps for industry 

https://poisoncentres.echa.europa.eu/ 

https://poisoncentres.echa.europa.eu/
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Connect with us on LinkedIn! 

https://www.linkedin.com/groups/12364138/  

• Keep up to date with the latest news from the Poison 
Centre Team 

• Post questions and join in on the community discussion 

 

 

https://www.linkedin.com/groups/12364138/
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Need more help? 

• National Helpdesk  
echa.europa.eu/support/helpdesks  

 

 

 

• ECHA contact form 
echa.europa.eu/contact/clp  

 

 

https://echa.europa.eu/support/helpdesks/
https://echa.europa.eu/contact/clp


Thank you! 

 

 

 

Subscribe to our news at 
echa.europa.eu/subscribe 

 

Follow us on Twitter 

@EU_ECHA 

 

Follow us on Facebook 

Facebook.com/EUECHA 

 

poisoncentres@echa.europa.eu 


