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COMMENTS AND RESPONSE TO COMMENTS ON CLH: PROPOSAL AND JUSTIFICATION  
 
Comments provided during public consultation are made available in this table as submitted by the 
webform. Please note that some attachments received may have been copied in the table below. The 
attachments received have been provided in full to the dossier submitter and RAC.  
 
ECHA accepts no responsibility or liability for the content of this table. 
  
 
Substance name: lenacil (ISO); 3-cyclohexyl-6,7-dihydro-1H-
cyclopenta[d]pyrimidine-2,4(3H,5H)-dione 
EC number: 218-499-0 
CAS number: 2164-08-1 
 
Dossier submitter: Belgium 
 
GENERAL COMMENTS 
Date Country Organisation Type of Organisation Comment 

number 
26.06.2013 France  MemberState 1 
Comment received 
France agrees with the classification proposal. 
Dossier Submitter’s Response 
Noted. 
RAC’s response 
Noted. 
 
Date Country Organisation Type of Organisation Comment 

number 
24.06.2013 Germany  MemberState 2 
Comment received 
The German CA supports the proposed classification as Aquatic acute 1, H400 and Aquatic 
chronic. 1, H410. 
Dossier Submitter’s Response 
Noted. 
RAC’s response 
Noted. 
 
Date Country Organisation Type of Organisation Comment 

number 
28.06.2013 United States E.I. DuPont de 

Nemours 
Company-Manufacturer 3 

Comment received 
 
 
(ECHA note: The commenter has provided only attachment which is copied below.) 
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--- End of attachment --- 
Dossier Submitter’s Response 
Noted. No further comment needed. 
RAC’s response 
Noted. 
Detailed consideration of tumours incidences and historical control data shows that in 
particular the incidence of mammary adenocarcinomas in the female rats is elevated 
significantly and above the expected spontaneous incidence and RAC considers that a 
classification Carc 2 – H351 is appropriate for lenacil on this basis.  
 
 
CARCINOGENICITY 
Date Country Organisation Type of Organisation Comment 

number 
24.06.2013 Germany  MemberState 3 
Comment received 
The RMS (Begium, Addendum, February 2009) and the EFSA (EFSA Journal 2009; 
7(10):1326) proposed the classification with R40 (DSD) or H351 (CLP), as a carcinogen due 
to a significant incidence of mammary adenocarcinoma in rats. However, the range of an 
updated database of historical control data, provided in April 2011, covers the experimental 
results of mammary adenocarcinoma which are within these updated historical control data. 
In agreement with the CLH Report for LENACIL (Belgium, Version number: 3; April 2013) 
no classification with R40 (DSD) or H351 (CLP), as a carcinogen is required for Lenacil. 
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Dossier Submitter’s Response 
Noted. 
RAC’s response 
Noted. 
Detailed consideration of tumours incidences and historical control data shows that in 
particular the incidence of mammary adenocarcinomas in the female rats is elevated 
significantly and above the expected spontaneous incidence and RAC considers that a 
classification Carc 2 – H351 is appropriate for lenacil on this basis. 
 
OTHER HAZARDS AND ENDPOINTS – Hazardous to the Aquatic Environment 
Date Country Organisation Type of Organisation Comment 

number 
26.06.2013 France  MemberState 5 
Comment received 
We are in agreement with the DSD and the CLP proposals of classification for environmental 
hazards. 
Dossier Submitter’s Response 
Noted. 
RAC’s response 
Noted. 
 
Date Country Organisation Type of Organisation Comment 

number 
19.06.2013 Sweden  MemberState 6 
Comment received 
SE supports the environmental classification of Lenacil ( CAS No 2164-08-1) as specified in 
the proposal. SE agrees with the rationale for classification into the proposed hazard classes 
and differentiations. 
Dossier Submitter’s Response 
Noted. 
RAC’s response 
Noted. 
 
Date Country Organisation Type of Organisation Comment 

number 
25.06.2013 Denmark  MemberState 7 
Comment received 
Agree with the proposed classification for acute and chronic toxicity. And agreed to the 
aplied M-factor. 
Dossier Submitter’s Response 
Noted. 
RAC’s response 
Noted. 
 
OTHER HAZARDS AND ENDPOINTS – Physical Hazards 
Date Country Organisation Type of Organisation Comment 

number 
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26.06.2013 France  MemberState 8 
Comment received 
Please RMS adds the minimum purity and max content of impurities in confidential part of 
IUCLID. 
Dossier Submitter’s Response 
The minimum purity = 975 g/kg. From this value the maximum content of impurities = 25 
g/kg is inferred.   
RAC’s response 
Noted. 
 
ATTACHMENTS RECEIVED: 
 

1. Comments on Proposed Classification of Lenacil (2164-08-1) (filename: 
Industry Response to CLH proposal for Lenacil.pdf), submitted on 28.06.2013 by 
United States (ECHA note: This attachment has been copied under the section 
GENERAL COMMENTS) 
 


	Comments and response to comments on CLH: Proposal and Justification

