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INTRODUCTION 

The National Institute of Toxicology and Forensic Sciences (INTCF, 

its acronym in Spanish) is a body attached to the Ministry of Justice 

that performs the functions of the Spanish Poison Centre. As such, 

it receives, via telephone and e-mail, medical consultations on 

poisonings and exposures to chemical substances. Consultations 

are always attended by specialists in toxicology who provide 

toxicological information for the purposes of first aid and medical 

treatment to the person who makes the consultation, either health 

personnel or general public. 

INFORMATION OF THE INSTITUTO NACIONAL DE TOXICOLOGÍA 
Y CIENCIAS FORENSES (INTCF) ABOUT THE NOTIFICATION OF 
CHEMICALS 
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Article 45 of the CLP regulation establishes the obligation for importers and downstream users of mixtures classified by CLP for 

their hazards to human health or for their physical properties, to notify each appointed body of each Member State where 

they are going to place them on the market. Annex VIII to CLP harmonizes the information requirements to be included in 

notifications, as well as the mandatory use of the format developed by ECHA. 

Art. 45.1 obliges Member States to designate the body in charge of receiving such notifications. 

The INTCF is the appointed body in Spain responsible for receiving from importers and downstream users who place mixtures 

on the market, the pertinent information referred to in article 45.1 of the CLP Regulation (Law 8/2010, of March 31, DA third). 

Likewise, it may be necessary to notify substances or mixtures to the INTCF of for legal reasons other than Art. 45 of CLP or 

voluntarily, in order to include the emergency telephone number of the Toxicological Information Service (SIT) on labels or 

safety data sheets.  
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NOTIFICATION OF MIXTURES TO NATIONAL POISON CENTRES  

(ART. 45 OF CLP REGULATION)  

 

Article 45 of CLP obliges importers and downstream users of mixtures classified by CLP as hazardous to health or due 
to their physical effects, to notify to each poison centre of the Member States where they are going to place said 
mixtures on the market. 

Annex VIII to CLP harmonizes the information that must be included in a notification made to any poison centre, as 
well as requires the use of the format developed by ECHA (hereinafter, harmonised notifications). Annex VIII to CLP is 
applicable as of January 1, 2021 or 2024 depending on the end use for which each mixture is intended: consumer, 
professional or industrial. 

All appointed national poison centers must accept the harmonised notifications in accordance with Annex VIII in terms 
of information requirements and in the format established by ECHA starting from the application deadlines set out in 
Annex VIII. 

 

However, it is at the discretion of each Member State: 

 The criteria and terms of acceptance of notifications. 

 The language of the notification: The information must be presented in the official language or languages of the 
Member State or States in which the mixture is placed on the market, unless the Member State or States 
concerned provide otherwise. 

 The reasoned request for information or additional clarifications necessary to carry out the tasks for which it is 
responsible. 

 The submission system of notifications. ECHA has developed a portal (ECHA Submission portal) that makes it easy 
to send notifications simultaneously to multiple poison centers. Each national poison center can choose whether 
to accept the submission of notifications through the ECHA Submission portal or through other channels. 

 The collection of notification fees. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

C/ Julián Camarillo 6B, 28037 Madrid – Tel. 914 345 730  mail: info@reach-pir.es  Consultas: http://helpdesk.reach-pir.es/ 

REMEMBER:  
 

 A “harmonised notification” consist of a notification dossier made in the harmonised 
format developed by ECHA (PCN format) and which includes the harmonized information 
requirements by Annex VIII to CLP. 

 

 The “harmonised format” developed by ECHA (PCN format) is XML-based and available on 
the ECHA website. It is integrated in IUCLID 6 and IUCLID Cloud, but it is also available for 
companies to prepare their own tools for the preparation of their dossiers (system-to-
system service) if they wish so. 

 

 The “system for submit harmonised notifications” to poison centers is at the discretion 
of each member state. ECHA has developed a tool which allows, in addition to preparing 
the harmonized notification dossier, the simultaneous submission of a harmonised 
notification to multiple Member States (ECHA Submission portal).  

 
Please, check the following document to confirm which member states accept the 
submission of notifications through ECHA submission Portal. 

 
To use the ECHA submission portal you must create an ECHA account if you do not already 
have one. 

mailto:info@reach-pir.es
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https://poisoncentres.echa.europa.eu/documents/1789887/5674408/msd_en.pdf
https://echa.europa.eu/support-echa-accounts-and-eu-login
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NOTIFICATIONS OF MIXTURES TO THE NATIONAL INSTITUTE OF TOXICOLOGY 
AND FORENSIC SCIENCES (INTCF) ACCORDING TO CLP,  ART. 45 

(ORDER JUS/877/2023 which modifies ORDER JUS/288/2021)   

The INTCF is the appointed body in Spain, responsible for receiving from importers and downstream users who place 
mixtures on the Spanish market the pertinent information referred to in article 45.1 of the CLP Regulation (Law 8/2010, 
of March 31, DA third). 

Order JUS/288/2021, of March 25, modified by Order JUS/877/2023, regulates the notification procedure of chemical 
substances and mixtures to the National Institute of Toxicology and Forensic Sciences and establishes: 

 

Regarding the application deadlines of the harmonised notifications established in Annex VIII according to the end 

use of the mixture: 

 Since January 1, 2021, for mixtures for end use by consumers and professionals, importers and downstream 
users who place chemical mixtures on the Spanish market must prepare, prior to placing on the market, a harmo-
nised notification and submit it to the INTCF using the portal developed by ECHA (ECHA Submission portal). 

 

 Importers and downstream users who place on the Spanish market mixtures for industrial use or mixtures with an 
end use not subject to notification, may voluntarily continue to notify the INTCF in accordance with the provi-
sions of Order JUS/909/2017, of September 25, until December 31, 2023. 

Therefore, until December 31, 2023, the computer application, the manuals and installation instructions for said 
application will remain available on the INTCF website, as well as the necessary instructions for sending the toxico-
logical files through the INTCF platform. All the information regarding the notification is available on the INTCF 
website:  

 Notification to the INTCF. Information to companies — National Institute of Toxicology and Forensic Sciences 

 (Ministerio de Justicia) 

For more information on this notification procedure, contact with the Toxicological Information Service (SIT)       
(Ministerio de Justicia) 

 

 As of January 1, 2024, for mixtures intended only for industrial use or mixtures with an end use not subject to 
notification, importers and downstream users who place these chemical mixtures on the Spanish market, must 
prepare a harmonised notification and submit it to the INTCF via  ECHA Submission portal. 

 

 Until January 1, 2025, in the case of mixtures already succesfully notified to the INTCF prior to the aforementio-
ned deadlines, importers and downstream users will not have to update their notification to adapt it to the har-
monised requirements established by Annex VIII and the harmonised format, unless it is necessary to update the 
notified information for any of the reasons described in section 4.1 of part B of Annex VIII of CLP. 

In the event of such update, the new harmonised notification will be submitted to the INTCF using ECHA Submis-
sion portal. 

  

 As of January 1, 2025, notifications made to the INTCF via national procedure will not be valid anymore. There-
fore, companies should make sure of submitting a new notification via harmonised procedure, before January 1, 
2025, in order to continue placing on the market mixtures, once the transition period ends. 
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Regarding the special limited notification procedure, according to the provisions of Annex VIII of CLP, in the case 

of mixtures that are placed on the market exclusively for industrial use, notifiers may choose a limited notification, as an 
alternative to the general notification requirements. 

 In limited notifications, the information to be submitted to the INTCF on the composition of the mixture may be 
limited to the information contained in the safety data sheet (SDS), provided that the complete information on the 
composition of the mixture is readily available through a telephone with service in Spanish, accessible 24 hours a 
day, 365 days a year; and an email address, to which the INTCF medical staff on duty has access. 

 

Regarding the notification submission: 

 Harmonised notifications will be submitted to the INTCF electronically, through the ECHA Submission portal. 

 

Regarding the registration, proof of notification of products and acknowledgement of receipt: 

 Once the notification has been submitted, companies will be able to consult the submission report on the ECHA 
Submission Portal, which lets them confirm if the information has been received by Spain, and with that, fulfilling 
the obligation of comunication to the INTCF.  

 The INTCF may require the submitter, by means of a reasoned request, to provide, without undue delay, the 
information or additional clarifications it deems necessary to be able to give the health response with the 
appropiate guarantees. 

 

Regarding the notification of the cease of the placing on the Spanish market: 

 The cease of placing on the Spanish market of the mixture and eventually the reintroduction, must be notified 
through the procedure established by ECHA. For more information, please consult the document “PCN: A practical 
guide”. 

 For those notifications made via national system, companies should notify the cease of the placing on the Spanish 
market to the INTCF directly by means of a document, electronically signed, which includes the name and the 
Unique Identifier of Formula (hereinafter, UFI) of the mixture that is no longer placed on the market. 

 

Regarding the responsibility for the content of the information: 

 The submitter will be responsible for the veracity of the data provided to the INTCF, as well as compliance with the 
criteria established by it. 

 For those notifications made via harmonised procedure and which have wrong or incorrect information, 
companies must submit an update or invalidation of the record, as appropiate. For more information, please 
consult the document “PCN: A practical guide”. 

 Any form of non-compliance that results in the inability to provide the appropriate health response will be 
attributable to the submitter who has not correctly communicated the data to which he is obliged in accordance 
with current legislation. 

 

Regarding confidentiality: 

*        The INTCF guarantees that the confidential nature of the information received will be preserved, and that it may 
 only be used in the manner stated in article 45.2 of the CLP Regulation. 

 

In addition, as reported in the document “Overview of Member States decisions in relation to implementation of Annex 
VIII to the CLP Regulation (Poison Centre Notification)”: 

 The INTCF accepts notifications in the Spanish and English languages. 

 Harmonised notifications are not subject to fees. 
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More information 

 Article 45 and Annex VIII to CLP regulation [PDF] [EN] 

 Website of ECHA on Poison centres 

 ECHA accounts and EU Login 

 Overview of Member States decisions on implementing Annex VIII to the CLP [PDF] [EN] 

 Orden JUS/288/2021, de 25 de marzo, por la que se regula el procedimiento de notificación de sustancias y 

mezclas químicas al Instituto Nacional de Toxicología y Ciencias Forenses [PDF] [ES]  

 Orden JUS/877/2023, de 21 de julio, por la que se modifica la Orden JUS/288/2021, de 25 de marzo, por la que se 

regula el procedimiento de notificación de sustancias y mezclas químicas al Instituto Nacional de Toxicología y 

Ciencias Forenses [PDF] [ES]   

 INTCF website on notifications 
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NOTIFICATIONS TO THE NATIONAL INSTITUTE OF TOXICOLOGY AND FORENSIC SCIENCES (INTCF) 

FOR DIFFERENT REASONS TO THOSE OF CLP, ART. 45 

 in accordance with ORDER JUS/288/2021, any interested party who, either voluntarily 

or in compliance with applicable legislation, includes the emergency telephone number 

of the INTCF Toxicological Information Service (SIT) on the labels or in point 1.4 of the 

safety data sheets, must previously notify the INTCF of the substance or mixture in 

question. 

*         These notifications will be prepared in the harmonised format. 

*         In those cases, there will be necessary to include the ufi in the notification as a mixture 

 identifier, but including it on the label and/or the sds will not be compulsory. 

*  for more information on the obligations of including or not the emergency number on  

 the label or sds for another reasons than those established by Art. 45 of CLP, please 

 consult the applicable legislation and/or the competent authority for each legislation. 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008R1272-20211001&from=EN
https://poisoncentres.echa.europa.eu/home
https://echa.europa.eu/support-echa-accounts-and-eu-login
https://poisoncentres.echa.europa.eu/documents/1789887/5674408/msd_en.pdf
https://www.boe.es/boe/dias/2021/03/27/pdfs/BOE-A-2021-4797.pdf
https://www.boe.es/boe/dias/2021/03/27/pdfs/BOE-A-2021-4797.pdf
https://www.boe.es/boe/dias/2023/07/27/pdfs/BOE-A-2023-17287.pdf
https://www.boe.es/boe/dias/2023/07/27/pdfs/BOE-A-2023-17287.pdf
https://www.boe.es/boe/dias/2023/07/27/pdfs/BOE-A-2023-17287.pdf
https://www.mjusticia.gob.es/ca/institucional/organismos/instituto-nacional/servicios/servicio-informacion/fichastasas-toxicologicas
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