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Date 2008/07/16 

Materials and Methods 3.1 The applicant’s version is acceptable with the following amendment: 
As calcium lactate is administered dissolved in water, the results of this study can 
partly be used for lactic acid considering also calcium effects. 

Results and discussion Applicant’s version is acceptable. 

Conclusion LO(A)EL: 5 % calcium lactate in drinking water, based on 13 % decreased 
decrease in body weight gain 
NO(A)EL: 2.5 % calcium lactate in drinking water 
 

In the article the mean total calcium lactate intake (in grams/rat) is calculated. The 
5 % dose corresponds with 625.4 g/ rat for male rats and 412.1 g/rat for female 
rats. This is per day approx. 880 mg/kg bw/d (male) or approx. 930 mg/kg bw/d 
(female). 

2.5 % intake is estimated to be approx. 464 mg/kg bw/d (male) or 535 mg/kg 
bw/d (female).  

Reliability 2 

Acceptability Acceptable with restrictions 

Remarks The results of this study can only be used as a very rough approximation for a 
NOAEL for L(+) lactic acid because the effects observed (decrease in food 
consumption and body weight gain) might be due to high calcium intake, low 
water/food intake (no data presented in the publication) and/or malabsorption due 
to local gastrointestinal irritation (provoked by calcium or lactate). Thus, in the 
view of the RMS, the study seems to be inadequate to use the obtained NOAEL 
for derivation of reference values. 

 
COMMENTS FROM ... (specify) 

Date Give date of comments submitted 

Materials and Methods Discuss additional relevant discrepancies referring to the (sub)heading numbers 
and to applicant's summary and conclusion.  
Discuss if deviating from view of rapporteur member state 

Results and discussion Discuss if deviating from view of rapporteur member state 

Conclusion Discuss if deviating from view of rapporteur member state 

Reliability Discuss if deviating from view of rapporteur member state 

Acceptability Discuss if deviating from view of rapporteur member state 

Remarks  

 

 

 




