




















































Purac Biochem BV L(+) lactic acid Jan/2009 
 

3.3        Appearance  

3.3.2 Colour 
 

 

The correct quotation of the following field entries due to the safety data sheet is:  

Method: visual assessment 

Purity: 88 % L-(+)-Lactic acid 

Results: colourless to yellow light brown, ≤ 100 Apha 

GLP: N 

Reference: Safety data sheet of L-(+)-Lactic Acid Purac 

Conclusion Adopt applicant´s revised version  

Reliability 2 

Acceptability acceptable 

 

Remarks Appearance of a 93 % solution is indistinguishable from the appearance of an 88 
% solution. 

  

Date 2008/07/07 

3.3      Appearance  

3.3.3 Odour 
 

The correct quotation of the following field entries due to the safety data sheet  is: 

Method: olfactory assessment 

Purity: 88 % L-(+)-Lactic acid 

Results: characteristic 

GLP: N 

Reference: Safety data sheet of L-(+)-Lactic Acid Purac 

Conclusion Adopt applicant´s revised version  

Reliability 2 

Acceptability acceptable 

 

Remarks Appearance of a 93 % solution is indistinguishable from the appearance of an 88 
% solution. 

  

Date 2008/07/07 
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3.4 Absorption spectra  

UV/VIS 
 

3.4.a UV 

The correct quotation of the following field entries according to the given 
spectrum and literature is: 

Method: UV/VIS-method (Water) 

Purity: 93 % L-(+)-Lactic acid, Batch: 0712001825 

Results: 210 nm (0.12 % w/w L-(+)-Lactic acid in water) [no absorption > 290nm] 

GLP: N 

Reference: R. Lieuwen, Labor journal 4, 6/2008. 

Reliability: 1 

 

3.4.b UV 

Method: UV/VIS-method 

Purity: Lactic acid, not stated 

Results: 210 nm [no absorption > 290nm] 

Reference: C.H. Holten, Lactic acid, Verlag Chemie, Weinheim, 1971, S. 87-88. 

Reliability: 2 

Conclusion Adopt applicant´s revised version  

Reliability 1 

Acceptability acceptable 

Remarks  

  

Date 2008/07/07 

3.4 Absorption spectra  

IR 
 

3.4   IR 

The correct quotation of the following field entries according to the given 
spectrum and literature is: 

Method: FT-IR (Golden Gate ATR) 

Purity: 91 % L-(+)-Lactic acid, Batch: 0704002390 

Results: ν = 3600 cm-1 (OH), 3000 (CH), 2900 (OH), 1800 (C=O). 

GLP: N 

Reference: P. Klabbers, Labor journal 10, 10/2007 

Reliability: 1 

 

3.4  IR 

Method: IR 

Purity: Lactic acid, not stated 

Results: ν = 3620 - 3605 cm-1 (OH), 2980 - 2950 (CH), 3050 (OH), 1755 - 1720 
(C=O). 

Reference: C.H. Holten, Lactic acid, Verlag Chemie, Weinheim, 1971, S. 89. 

Reliability: 2 

Conclusion Adopt applicant´s revised version  
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Reliability 1 

Acceptability acceptable 

Remarks  

  

Date 2008/07/07 

3.4 Absorption spectra  

NMR 
 

3.4.  NMR 

The correct quotation of the following field entries according to the given 
literature is: 

Method: 1H-NMR (60 MHz, D2O, TMS) 

Purity: 90 % L-(+)-Lactic acid 

Results: δ = 1.4 ppm (CH3, d), 4.5 (CH, q), 1.4 (CH3, extra peak), 4.5 (CH, 
superimposed quartet), 5.3 (CH, quartet), about 5 (OH). 

 

GLP: N 

Reference: C.H. Holten, Lactic acid, Verlag Chemie, Weinheim, 1971, S. 518/519. 

 

3.4 NMR 

Method: 1H-NMR (60 MHz, D2O, TMS) 

Purity: not stated (crystalline, L-(+)-Lactic acid) 

Results: δ = 1.4 ppm (CH3, d), 4.4 (CH, q), 5.1 (OH, COOH, s) 

GLP: N 

Reference: C.H. Holten, Lactic acid, Verlag Chemie, Weinheim, 1971, S. 516/517 

Conclusion Adopt applicant´s revised version  

Reliability 2 

Acceptability acceptable 

Remarks  

  

Date 2008/07/07 

3.4 Absorption spectra  

MS 
 

The MS spectrum for the pure compound in the expert statement is copied from 
the NIST Chemistry WebBook. Further spectra of the manufactured active 
substance are submitted, so this spectrum is not accepted. 

 

The correct quotation of the following field entries according to the given spectra 
is: 

Method:  GC-MS/ 2 MS-spectra (70 eV) 

Purity: 93 % L-(+)-Lactic acid, Batch 0712001825 

Results: m/z (lactic acid) = 45 (COOH+) 

               m/z (Lactoyl lactic acid) = 89 (lactoyl), 74 (C2H2O3), 45 (COOH+). 

Remarks: no mother ion is detected in both spectra 

GLP: N 

Reference: R. Lieuwen, Labor journal 4, 6/2008. 
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Conclusion Adopt applicant´s revised version 

Reliability 2 

Acceptability acceptable 

Remarks  

  

Date 2009/03/01 

3.13 Surface tension 
 

For the determination of the surface tension according to the EU method 
92/69/EEC A.5 a solution with 1 g substance in 1 l water has to be used. Therefore 
only the study with this concentration of lactic acid (0.093 %) can be used to 
determine the surface activity: 

The correct quotation of the following field entries due to the submitted report is:  

Method: 92/69/EC A.5 

Purity: 92.8 % L-(+)-Lactic acid (concentration: 1 g / l in water), Batch 
0712002519 

GLP: Y 

Reference: Baltussen (2008) 

Conclusion  

Reliability 1 

Acceptability acceptable 

Remarks  

  

Date 2008/07/07 

3.14 Viscosity 
 

The viscosity of the 93 % L-(+)-Lactic acid is not experimentally determined. No 
further study is requested, because it is only an additional data. The viscosities of 
the diluted concentrations do not cover the present concentration. 

Conclusion  

Reliability 4 

Acceptability acceptable 

Remarks  

  

 
COMMENTS FROM ... 

Date Give date of comments submitted 

Results and discussion 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 

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  
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