Product Specification

Dry saffron extract Saffron’Extr®

Botanical Source:

Origin of plant material:

Plant parts:

Extraction solvent:

DER (native):
Excipients:
Container:

Production sites:

Remarks:

Crocus sativus L.

European Community or Middle East
Dry stigmas

50 % aqueous ethanol (v/v)

1:1-2

Maltodextrin

Food grade sealed aluminium container with inner
lacquer

France, Germany

Saffron from controlled sourcing with full traceability
Saffron not genetically modified

No treatment by irradiation or gassing.

Saffron conforming to all aspects of ISO 3632

Saffron extract manufactured under ISO 22.000 and
analysed according to GMP standard (pharma grade)
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Tests Procedures Acceptance criteria

Characters:

Appearance Powder

Colour Yellow to orange

Odour aromatic, typical of saffron

Solubility Water soluble

Identification: ISO 3632

Safranal (UV) detectable

Crocin (UV) detectable

Picrocrocin (UV) detectable

Physical tests:

Sieve analysis Ph. Eur.2.9.12 Corresponds to “moderately fine powder”

Water (Karl Fischer) Ph. Eur.2.2.13 Under development

Loss on drying Ph. Eur. 2.8.17 Under development

Purity:

Residual solvents (GC) In-house < 300 ppm

Assays:

Safranal (UV-Vis) in-house >20%

Microbiology: Ph. Eur. | Corresponds to “Non-aqueous preparations for
oral use” (Ph. Eur.)

Total viable aerobic count Not more than 10°/g

Bacterial and fungal count Not more than 10*/g

Specified microorganisms Ph. Eur

E. coli Absentinl g

Ph. Eur. : European Pharmacopoeia
Mattsies, Germany 25 September 2012
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