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Innovation to Help Companies Comply 
With the EU Poison Centres Notification
COMPANIES CAN NOW SUBMIT NOTIFICATIONS TO THE ECHA PORTAL AUTOMATICALLY

Sphera has introduced new features for Intelligent Authoring™ and Compliance Engine 
for EH&S designed to allow companies to submit notifications fully compliant with Annex 
VIII to the classification, labeling and packaging of substances and mixtures Regulation 
(CLP) and European Chemicals Agency (ECHA) guidelines. 

Comply in Time  
 
The Annex VIII to the CLP requires companies to submit Poison Centre Notifications 
using a harmonized format. All products should be notified to the Poison Centre prior 
to placing the product on the EU market. If notifying under the harmonized format, 
consumer products are required to be in compliance by Jan. 1, 2021. 

Keep This in Mind …

• Organizations must define and manage the specific market placement of their  
    products to notify all key stakeholders. This is critical because some Member States  
    will levy fees for each notification submitted. Sphera’s solution can streamline the  
    information gathering from your Enterprise Resource Planning (ERP) solution or it can  
    be entered directly into the system to reduce fee redundancy issues. 

• The EU PCN introduces many new data requirements and challenges, such as the  
    Unique Formula Identifier (UFI) that must be included on all notifications along with a  
    product categorization code per the European product categorisation system (EuPCS)  
    as well as packaging size and types. Sphera’s solution allows you to enter or pick up  
    this information from your ERP and consolidate it into one complete notification. 

• If companies do not know the full composition of a Mixture in Mixture (MiM refers to  
    purchased raw material), they must provide ECHA with the Safety Data Sheet (SDS) of  
    their supplier along with their notification.

     Alternatively, companies can supply the UFI of the MiM, along with known  
    components. Sphera’s solution allows companies to keep this information on record  
    and provide it as needed when notifying ECHA about any MiM.

• With Sphera’s solution for PCNs, you can automatically create submissions for either  
    a single mixture, market or legal entity, or submit multiple mixtures to several  
    markets and legal entities at the same time.  

* Intelligent Authoring and Compliance Engine for EH&S are part of the Sphera Product Stewardship  
   solution and automate the creation of multi-lingual and diversely formatted SDSs, labels and  
   compliance documentation.

BENEFITS

• Keep your SDS, Labels  
   and Notifications in synch

• Produce notifications in the  
    languages required by each   
    member state

• Push notifications only when  
    and where they’re needed

• Prepare your data set for  
    completeness and catching  
    errors in advance of pushing  
    your notifications to the  
    portal

• Apply validation rules from  
    ECHA to ensure correctness  
    and completeness of your  
    Poison Centres Notification  
    dossier

• Poison Centres Notification  
    console to manage your  
    submissions
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One Truth

Authoring SDSs, labels and notifications from a single set of rules and product data 
ensures perfect harmonization of information between those documents, and as a 
result minimizes questions and risks stemming from inconsistency or contradictory 
information.

Your Truth

There’s room for interpretation and several grey areas in the regulatory text that suggest 
companies might have some flexibility in their approach. For example, for:

 • Composition cutoff where an emergency response to hazardous components  
     is assumed irrelevant.

 • Determine the conditions under which you want to update previously submitted  
           notifications.

Sphera’s solution offers PCN settings so that companies can configure the behavior of 
the application to their preferences.

The Devil in the Details

The data requirements for completing a compliant notification are complex and can also 
be quite specific. For instance, colors characterizing your product must be picked from 
a defined and limited list. Similarly, product categories must be provided from a defined 
data set. Finally, the composition of mixtures must be disclosed under specific rules 
defining which ingredient and concentration range is allowed, which is different from 
existing SDS requirements.

An Evolving Solution

Sphera has been monitoring the evolution of PCN obligations closely and working 
actively with ECHA and its customers to release a solution that product stewards can 
use with plenty of time to meet the first submission deadline of Jan. 1, 2021. And as 
legal obligations change or evolve, Sphera will continue to adapt our solution to meet 
our customers’ needs.

ABOUT Sphera  
Sphera is the largest global provider of Integrated Risk Management software and information services with a focus on Environmental Health & Safety (EHS), 
Operational Risk and Product Stewardship. For more than 30 years, Sphera has advanced Operational Excellence by serving more than 3,000 customers and 
over 1 million individual users across 70-plus countries to create a safer, more sustainable and productive world.

www.sphera.com 
For more information contact us at: sphera.com/contact-us/

Sphera’s solution for EU 
Poison Centre supports 
your need to submit data 
seamlessly


