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Result UnitRequirement Standard remark

CHARACTERS

Appearance ConformHazy, white, translucent syrup.

Odour ConformNearly odourless.

IDENTIFICATION

Identification A ConformConform Modified Starch

Identification B 0,072 %(w/v)0,068 - 0,084 Benzoic acid, HPLC

TESTS

pH 4,14,0 - 4,4

Density 1,02 g/ml1,00 - 1,04

Water solubility ConformConform

Viscosity 815 mPa.s700 - 1600 10 RPM

Viscosity 2200 mPa.s2000 - 5500 1 RPM

Microbiology ConformConform

TAMC <10 CFU/g<=2 x 10ˇ2

TYMC <10 CFU/g<=2 x 10ˇ1

Escherichia coli ConformAbsence/1g

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

Residual solvents ConformICH Q3C

Elemental impurities ConformICH Q3D

ASSAY

Benzoic acid 0,072 %(w/v)0,068 - 0,084 HPLC
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