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EVALUATION BY THE RAPPORTEUR MEMBER STATE 

Date 21st January 2008 

Materials and Methods The applicant’s version is acceptable with the following amendments 
(below). 

Results and discussion The applicant’s version is acceptable with the following amendments 
(below). 

Conclusion The applicant’s version is acceptable with the following amendments 
(below). 

Reliability The applicant’s version is acceptable with the following amendments 
(below). 

Acceptability The applicant’s version is acceptable with the following amendments 
(below). 

Remarks The applicant’s version is acceptable with the following amendments 
(below). 

 
3.1.1 Melting point 
Result: Observations at 216.3-226 oC included signs of melting (formation of droplets at 216.3 oC and 
above) and some signs of  degradation (appearance of brown colour). The findings and the reporting were 
not exact in the report, but suggest at least partial melting. The DSC study (3.10) further supports the 
interpretation that in the proximity of 220 oC melting takes place. The sum of evidence suggests that the 
melting point is 226.3 oC. 
Reliability: 3 
 
3.1.2 Boiling point 
Result: No boiling point detected, in tests (3.1.1 and 3.10) up to the temperature of 250 °C in the 3.10 
 
3.3 Appearance 
Result: For Appearance (3.3.1-3.3.3) ownership of data, for the technical substance, should be demonstrated or a study 
should be submitted..In 3.10 “off-white powder” is reported for the purified substance. 
 
3.4.2 IR 
Result: no 3269 cm-1 signal detected. 
 
3.10 Thermal stability 
Result: a single endotherm at 226.3 oC (a tin-corretd value) was found in a sealed crucible. The tests ranged 
up to the temperature of 250 oC. The 226.3 oC is most likely a temperature of melting. 
 
3.11 Flammability and autoflammability 
Flammability.  Method: A train test.   
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Autoflammability 
Result: no self ignition detected from room temperature to 215 °C (high end temperature of the test). 
 
Other indications of Flammability:  According to the TNsG on Data requirements “tests A12/A13 can be 
omitted if experience in use indicates that negative results would be obtained”. Also, from the structural 
formula and composition of the substance it can be concluded that the substance does not evolve any 
flammable gases in contact with water or humid air and that the substane is stable at room tempratureand is 
not pyroforic. 
 
 

Section A3.15 
Annex Point IIA III.3.11  

Explosive properties  

 JUSTIFICATION FOR NON-SUBMISSION OF DATA Official 
use only 

   

Other existing data  [   ] Technically not feasible  [   ] Scientifically unjustified  [  x ]  

Limited exposure     [   ] Other justification [   ] 
 

Detailed justification: 
Consideration of structure and physico-chemical properties does not 
suggest any explosive potential. Widespread experimental and 
commercial use over many years has not shown any exothermic or 
explosive activity. There is no reason to believe that difenacoum’s 
structure gives any cause for concern as it does not contain certain 
reactive groups e.g. nitro, peroxide etc.  
The data requirements also state that the oxygen balance can be used to 
establish a  low risk of explosive properties.  
Using the well know equation for O2 balance : 
=  -(1600 [2a + b/2 – c ])/mwt 
Where a = number of carbon atoms, b = number of hydrogens and c= 
number of oxygens, we get – (1600 [2x31 +23/2 -3])/444.5 = -253.7. 
This oxygen balance is considered as a low risk. 
When both the structure together with the oxygen balance, as well as 
experience in use, are all taken into account, it is considered that a  study 
on the explosive properties of difenacoum is not scientifically justified. 

 

 
  

Undertaking of intended 
data submission        [   ] 

Give date on which the data will be handed in later (Only acceptable if 
test or study is already being conducted and the responsible CA has 
agreed on the delayed data submission.) 

 

   

 Evaluation by Competent Authorities  

 Use separate "evaluation boxes" to provide transparency as to the 
comments and views submitted 

 

 EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 21st January 2008 

Evaluation of applicant's 
justification 

The applicant’s version is acceptable  
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Section A3.15 
Annex Point IIA III.3.11  

Explosive properties  

Conclusion The applicant’s version is acceptable 

Remarks  

 
 

Section A3.16 
Annex Point IIA III.3.12  

Oxidizing properties  

 JUSTIFICATION FOR NON-SUBMISSION OF DATA Official 
use only 

   

Other existing data  [   ] Technically not feasible  [   ] Scientifically unjustified  [  X ]  

Limited exposure     [   ] Other justification [   ] 
 

Detailed justification: 
Consideration of structure and physico-chemical properties does not 
suggest any oxidising potential. Widespread experimental and 
commercial use over many years has not shown any signs of oxidising 
activity. There are no examples of structural alerts in the molecule, for 
example peroxide, to indicate that difenacoum would act as an oxidiser 
towards combustible material. On this basis it is believed that it is 
scientifically unjustified to perform a study to determine oxidising 
potential. 

 

 
  

Undertaking of intended 
data submission        [   ] 

Give date on which the data will be handed in later (Only acceptable if 
test or study is already being conducted and the responsible CA has 
agreed on the delayed data submission.) 

 

   

 Evaluation by Competent Authorities  

 Use separate "evaluation boxes" to provide transparency as to the 
comments and views submitted 

 

 EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 21st January 2008 

Evaluation of applicant's 
justification 

The applicant’s version is of supportive value. The Rapporteur is of the opinion 
that in the experimental tests (3.16) only false positive results were demonstrated  

Conclusion The Rapporteur is of the opinion that there is neither experimental data nor 
structural data supporting the oxidizing property of difenacoum. Therefore the 
substance should be considered as non—oxidising. 

Remarks  
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Section A3.17 
Annex Point IIA III.3.13  

Reactivity towards container material  

 JUSTIFICATION FOR NON-SUBMISSION OF DATA Official 
use only 

   

Other existing data  [   ] Technically not feasible  [   ] Scientifically unjustified  [X]  

Limited exposure     [   ] Other justification [   ] 
 

Detailed justification: 
Consideration of chemical structure and physico-chemical properties 
show the compound is stable and largely unreactive. Widespread 
experimental and commercial use over many years, since 1975, has not 
shown any signs of reaction with container materials. 
 
The pure active substance is immediately diluted within manufacturing 
plant to form the mastermix concentrate. 
 
Difenacoum does not come out of the reaction vessel as the 
technical material.It is never stored 
in bulk as technical. However, should the pure material need to be stored 
for sending a sample for phys-chem studies, this could be done in a glass 
jar, since the reaction vessel used in the process to make difenacoum is 
glass-lined. Alternatively, looking at the structure, it is highly likely that 
samples could be stored in HDPE (high density polyethylene) jars. Many 
organic solids can be stored in HDPE jars. 
 
 

 

 
  

   

   

 Evaluation by Competent Authorities  

 Use separate "evaluation boxes" to provide transparency as to the 
comments and views submitted 

 

 EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 21st January 2008 

Evaluation of applicant's 
justification 

The applicant’s version is acceptable 

Conclusion The applicant’s version is acceptable 

Remarks  

 COMMENTS FROM OTHER MEMBER STATE (specify) 

Date Give date of comments submitted 
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Section A3.17 
Annex Point IIA III.3.13  

Reactivity towards container material  

Evaluation of applicant's 
justification 

Discuss if deviating from view of rapporteur member state 

Conclusion Discuss if deviating from view of rapporteur member state 

Remarks  

 
 


