
 

Helianthi oleum raffinatum

23I29-T06-110373

Productname:

Inspection No:

Batchnumber:

Certificate of Analysis

ČL 2017, Ph.Eur.11.0Analysed according to:

L02058/0424/536

Expiration date: 31.03.2025

FAGRON a.s.Customer:

1 x 200 mlSample Unit:

60 x 4 kgBatch Size:
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164493Batch no. of vendor:

Result UnitRequirement Standard remark

CHARACTERS

Appearance ConformClear, light yellow oil.

Solubility ConformConform

Relative density 0,920About 0,921

Refractive index 1,473About 1,474

IDENTIFICATION

Identification of fatty oils ConformConform TLC

TESTS

Acid value 0,1<=0,5

Peroxide value 2,01<=10,0

Unsaponifiable matter 0,64 %<=1,5

Alkaline impurities ConformConform

Composition of fatty acids ConformConform GC

Palmitic acid 6,7 %4,0 - 9,0

Stearic acid 3,6 %1,0 - 7,0

Oleic acid 33,3 %14,0 - 40,0

Linoleic acid 54,6 %48,0 - 74,0

Water 0,02 %<=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

Quality: Excipient
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