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Helsinki, 27 April 2023 

 

 

Addressee(s) 

Registrant(s) of JS_CEM_101-02-0 as listed in Appendix 3 of this decision 

  

Date of submission of the dossier subject to this decision  

27/10/2021 

  

Registered substance subject to this decision (“the Substance”) 

Substance name: Triphenyl phosphite 

EC number/List number: 202-908-4 

  

Decision number: Please refer to the REACH-IT message which delivered this 

communication (in format CCH-D-XXXXXXXXXX-XX-XX/F)  

  

 

DECISION ON A COMPLIANCE CHECK 

 

 

Under Article 41 of Regulation (EC) No 1907/2006 (REACH), you must submit the 

information listed below by 3 November 2023. 

 

Requested information must be generated using the Substance unless otherwise specified.  

 

Information required from all the Registrants subject to Annex VI of REACH 

1. Apply the harmonised classification and labelling on the Substance for mutagenicity 

(Annex VI, Section 4.)  

  

The reasons for the request(s) are explained in Appendix 1.  

  

Information required depends on your tonnage band 

 

You must provide the information listed above for all REACH Annexes applicable to you in 

accordance with Articles 10(a) and 12(1) of REACH. The addressee of the decision and its 

corresponding information requirements based on registered tonnage band are listed in 

Appendix 3. 

  

How to comply with your information requirements  

  

To comply with your information requirements, you must submit the information requested 

by this decision in an updated registration dossier by the deadline indicated above. You 

must also update the chemical safety report, where relevant, including any changes 

to classification and labelling, based on the newly generated information. 

  

Appeal  

  

This decision, when adopted under Article 51 of REACH, may be appealed to the Board of 

Appeal of ECHA within three months of its notification to you. Please refer to 

http://echa.europa.eu/regulations/appeals for further information. 

  

 

 

http://echa.europa.eu/regulations/appeals
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Failure to comply  

  

If you do not comply with the information required by this decision by the deadline 

indicated above, ECHA will notify the enforcement authorities of your Member State. 

  

 

Authorised1 under the authority of Mike Rasenberg, Director of Hazard Assessment 

  

 

Appendix 1: Reasons for the request(s) 

Appendix 2: Procedure 

Appendix 3: Addressees of the decision and their individual information requirements 

Appendix 4: Conducting and reporting new tests under REACH  

  

 
1 As this is an electronic document, it is not physically signed. This communication has been approved 

according to ECHA’s internal decision-approval process. 
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Appendix 1: Reasons for the request(s) 

Contents 

Reasons related to the information under Annex VI of REACH ........................... 4 

1. Apply the harmonised classification and labelling on the Substance for mutagenicity (Annex 
VI, Section 4.) ........................................................................................................... 4 

References ......................................................................................................... 5 

 

  



 

 4 (7) 

Confidential  

  

  

 

 

 

 

Reasons related to the information under Annex VI of REACH 

1 Under Article 10(a) of REACH, a technical dossier must contain information specified in 

Annex VI to REACH. 

1. Apply the harmonised classification and labelling on the Substance for 

mutagenicity (Annex VI, Section 4.) 

2 Classification and labelling of the substance, resulting from the application of Title I, II and 

III of Regulation (EC) No 1272/2008 (CLP), is an information requirement as specified in 

Annex VI to REACH.  

3 Your Substance contains phenol (EC 203-632-7) as an impurity in its composition to which 

a harmonised classification applies (Index Number 604-001-00-2). 

4 According to the Guidance on the Application of the CLP Criteria, Section 1.1.7.2 

“Substances may contain impurities, additives, or other constituents while still meeting the 

substance definition in CLP. This applies to both mono-constituent, multi-constituent (e.g. 

reaction masses) and UVCB substances. The classification of such impurities, additives or 

individual constituents may influence the classification of the substance, in addition to the 

other hazardous properties. If data on the substance with its components are not available 

(or for CMRs, see section 1.1.6.1), in principle, the same classification and labelling rules 

as for mixtures should apply also for such substances”.  

5 Under Article 10(1) of CLP Regulation, “Specific concentration limits and generic 

concentration limits are limits assigned to a substance indicating a threshold at or above 

which the presence of that substance in another substance or in a mixture as an identified 

impurity, additive or individual constituent leads to the classification of the substance or 

mixture as hazardous”. 

6 Further, according to section 3.5.3.1.1. of Annex I to CLP Regulation, a “mixture shall be 

classified as a mutagen when at least one ingredient has been classified as a Category 1A, 

Category 1B or Category 2 mutagen and is present at or above the appropriate generic 

concentration limit” triggering classification. This concentration limit is  ≥1.0 % for Category 

2 (Table 3.5.2. of Annex I to CLP).  

7 Phenol (EC 203-632-7, CAS: 108-95-2) is included in Annex VI to CLP as mutagen, Category 

2 (Muta 2) (H341) with a statement “Suspected of causing genetic defects” (harmonised 

classification). 

8 According to your registration dossier, your Substance is a monoconstituent substance, 

which contains phenol (EC 203-632-7) as an impurity in its composition at a range of 

concentration with an upper boundary exceeding 1.0 %, but you have not classified the 

Substance as Muta 2, or provided any justification for the non-classification. 

9 In your comments to the draft decision, you indicate that the phenol impurity is well 

controlled below 1% w/w (<1% w/w) and that you will modify the registration dossier to < 

1 % w/w phenol. However, as the information is currently not available in your registration 

dossier, the information requirement remains in this dossier evaluation decision.  

10 Based on the above, you are requested to classify your Substance as Muta 2 or provide 

reasons for not classifying. These reasons should be scientifically justified. 
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Appendix 2: Procedure 

  

This decision does not prevent ECHA from initiating further compliance checks at a later 

stage on the registrations present.  

  

ECHA followed the procedure detailed in Articles 50 and 51 of REACH.  

  

The compliance check was initiated on 07 July 2022. 

 

ECHA notified you of the draft decision and invited you to provide comments. 

 

ECHA took into account your comments and did not amend the request(s). 

 

ECHA notified the draft decision to the competent authorities of the Member States for 

proposals for amendment. 

 

As no amendments were proposed, ECHA adopted the decision under Article 51(3) of 

REACH.  
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Appendix 3: Addressee(s) of this decision and their corresponding information 

requirements  

In accordance with Articles 10(a) and 12(1) of REACH, the information requirements for 

individual registrations are defined as follows: 

 

• the information specified in Annex VII to REACH, for registration at 1-10 tonnes 

per year (tpa), or as a transported isolated intermediate in quantity above 1000 

tpa; 

• the information specified in Annexes VII and VIII to REACH, for registration at 10-

100 tpa; 

• the information specified in Annexes VII, VIII and IX to REACH, for registration at  

100-1000 tpa 

 

Registrant Name Registration number 

Highest REACH 

Annex applicable 

to you 

xxxxxxxxx xxxxxx xxxx xxxxxxxxxxxxxxxxxxxxx xxxxx xxx 

 

Where applicable, the name of a third party representative (TPR) may be displayed in the 

list of recipients whereas ECHA will send the decision to the actual registrant.  

 


