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Requirement

A colourless or slightly yellowish, viscous
hygroscopic liquid, or a white or almost white,
crystalline powder.

Conform

+29,0 - +32,0
Conform

Clear / <=B6
<=10,5
+29,0 - +32,0
<=0,5

<=1,0

<=0,1
Conform

<=2 x 103
<=2x 102

No contamination with TSE/BSE-risk materials.

CPMP/ICH/82 260/2006
ICH Q3D on elemental impurities

98,0-101,0
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Result
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Conform

+30,1
Conform

Conform
9,91
+30,1
<0,5
0,13

0,0
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Conform
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Conform
Conform

98,9
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Specific optical rotation (anhydrous)Fagron CZ

IR-spectrum
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CFU/g
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% Anhydrous
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