
Material: 600012

MENTHOL LAEVO PELLETS PH                                                                                                            

Batch/Lot: 10300369            200,000 KG

Storage: dry, 10 to 30°C                                                

Date produced SEP 2021                                                  

Best before AUG 2023                                                    
_______________________________________________________________________

 Low er Upper

Characterist ics Value Limit Limit
_______________________________________________________________________

0605 Sensory analysis 40 ppm, Premix in Ethanol

  Taste in test medium sw eet              according to standard

                                          1)comparable to standard

                                          

0223 Init ial odor                              

  Odor                                    according to standard

                                          1)comparable to standard

                                          

0864 Visual evaluat ion in sample vial          

  Appearance                              1)pellet ized crystals

  Color                                   1)pale w hite to w hite

  Color/appearance pure                   passed test

                                          

0340 Determininat ion by AAS or ICP             

  Zinc                                    2)mg/kg Not Inspected max. 10

  Titanium                                2)mg/kg Not Inspected max. 10

                                          

0705 Acidic or basic react ing substances (EUR. 

PH.)                                      

  Acidic or basic react ing substances     ml 0,21 max. 0,5

                                          

0770 Identity, purity (GC) Column              

Polydimethylsiloxane, RI / RT,            

FID-Detector                              

  Content (GC, USP / NF)                  % 100,0 98,0 102,0
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  Related substances (GC, USP / NF)) Sum  passed test

  impurit ies <  2.0 %                      1)passed test

  Related substances (GC, USP / NF) Single passed test

  impurity <  0.3 %                        1)passed test

                                          

1024 Purity Menthol Laevo Comp. PH (GC) Column 

Polydimethylsiloxane, RT / RI,            

FID-Detektor                              

  Menthol Laevo komp.                     Area % 99,98 99,70 100,00

  Itent ity (EUR. PH.)                     1158 1152 1162

  GC purity of Menthol Laevo Comp. PH     < 0.10 %

  Non-specif ied impurit ies <  0.10 %       1)< 0.10 %

  GC purity of Menthol Laevo Comp. PH Sum Area % 0,0 max. 1,0

  impurit ies                              

  Related substances (Pharmacopoeia) Eur. % 0,02 0,00 0,30

  Ph.                                     

                                          

0253 IR identity FCC                           

  IR, Identity                            passed test

                                          1)passed test

                                          

0693 Identity test A (USP/NF)                  

  Identity (Pharmacopoeia)                passed test

                                          1)passed test

                                          

0696 Identity test B (USP/NF)                  

  Identity (Pharmacopoeia)                passed test

                                          1)passed test

                                          

0695 Identity test, Eur. Ph., specif ic rotat ion

  Identity test A (Eur. Ph.)              Degree -49,3 -51 -48

                                          

0735 Melt ing point (USP / NF)                  

  Melt ing point                           °C 42,8 41 44

                                          

0734 Melt ing point (FCC)                       

  Melt ing point                           °C 42,8 41 44

                                          

0855 Monograph                                 

  FCC 11                                  passed test

                                          1)passed test
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0855 BP 2021                                   

  Pharmacopoeia                           passed test

                                          1)passed test

                                          

0855 Eur. Ph. 10.5                             

  Pharmacopoeia                           passed test

                                          1)passed test

                                          

0855 USP-NF 2021                               

  Pharmacopoeia                           passed test

                                          1)passed test

                                          

0724 Residue on evaporat ion (USP / NF)         

  Residue on evaporat ion (Pharmacopoeia)  % 0,00 max. 0,05

                                          

0723 Residue on evaporat ion (EUR. PH.)         

  Residue on evaporat ion (Pharmacopoeia)  % 0,00 max. 0,05

                                          

0726 Residue on evaporat ion (FCC)              

  Residue on evaporat ion (Pharmacopoeia)  % 0,00 max. 0,05

                                          

0741 Specif ic rotat ion (USP / NF), 25°C,       

Polarimeter                               

  Specif ic rotat ion (Pharmacopoeia)       Degree -49,1 -51 -45

                                          

0740 Specif ic rotat ion (FCC), 25°C, Polarimeter

  Specif ic rotat ion (Pharmacopoeia)       Degree -49,1 -51 -45

                                          

0727 Appearance / Color of solut ion (EUR.PH.)  

  Appearance of solut ion (Pharmacopoeia)  passed test

                                          1)passed test

                                          

0769 GLC headspace Column Polydimethylsiloxane,

60m, FID                                  

  Organic volat ile impurit ies (USP / NF)  passed test

  Methanol                                1)passed test

  Organic volat ile impurit ies (USP / NF)  passed test

  Acetone                                 1)passed test
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0037 GC Headspace Column Polydimethylsiloxane, 

60m, FID                                  

  Methanol                                ppm <  10 max. 50

  Acetone                                 ppm 25 max. 200

For information only 

                                          

                                          

  Flashpoint (CC)                         °C approx. 94

                                          °F approx. 201

Annotat ion:

1) Target

2) Intermittent tested. This t ime skipped.

The cert if icate does not release the user from the responsibility of undertaking his ow n tests of the

characterist ics of the product and its suitability in the intended applicat ion.

This is a computer generated cert if icate of analysis and is therefore not signed by hand. The posit ive

release procedure and the stringent w orkf low  of the computerized system ensure the same level of

reliability as a handw rit ten signature.
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