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45484209T0Batch no. of vendor:

Result UnitRequirement Standard remark

CHARACTERS

Appearance ConformA colourless or slightly yellowish, viscous

hygroscopic liquid, or a white or almost white,

crystalline powder.

Solubility ConformConform

IDENTIFICATION

Identification A +29,7+29,0 - +32,0 Specific optical rotation (anhydrous)

Identification B ConformConform IR-spectrum

TESTS

Appearance of solution ConformClear / <=B6 5%m/V

pH 8,81<=10,5 5%m/V

Specific optical rotation +29,7+29,0 - +32,0 anhydrous

Impurity A and amino compounds 0,30 %<=1,0

Related substances ConformConform HPLC

Impurity C 0,46 %<= 1,0

Impurity B 0,08 %<= 0,5

Unspecified impurities <0,05 %<= 0,10

Total impurities 0,54 %<=2,0

Water 0,090 %<=1,0 Karl Fischer

Sulfated ash 0,0 %<=0,1

Microbiology ConformConform

TAMC <10 CFU/g<=2 x 103

TYMC <10 CFU/g<=2 x 102

TSE/BSE ConformNo contamination with TSE/BSE-risk materials.

Residual solvents ConformCPMP/ICH/82 260/2006

Metallic residues ConformICH Q3D on elemental impurities

ASSAY

Dexpanthenol 98,80 %98,0 - 101,0 Anhydrous

Quality: API
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