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Sodium Stearyl Fumarate USP, JPE, EP

FMC Tests

Test
Description

Solubility
Identification
Water

Lead

Heavy metals

Saponification value

Limit of sodium stearyl malate

Limit of stearyl alcohol

Organic volatile impurities

Assay C,,H39NaO, (On anhydrous basis)

Related substance (Ph. Eur.)

Related substance (JPE)

Identification I

Arsenic (JPE)

Residual Solvent:

Toluene
Methanol

i Alubra’

. The lubricant that solves the insoluble.
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Specification
Fine, white to off white powder

Slightly soluble in methanol
Practically insoluble in water

By FTIR — comparison: sodium
stearyl fumarate standard.

Maximum 5.0 %
(determined on 0.250 g.)

Not more than 0.001 %

Not more than 0.002 %
Between 142.2 — 146.0

Not more than 0.25 %

Not more than 0.50 %
Meets the requirement
Between 99.0 % to 101.5 %
Largest single impurity : Not more
than 0.5 %

Total impurities : Not more
than 5.0 %

Confirms

Responds to qualitative test (1)
for sodium salt

Not more than 0.0002 %

Complies with residual solvent
Requirements in USP <467> and
Ph. Eur. 5.4 for class 1,2,3 solvents
See solvent statement.

Not more than 890 ppm

Not more than 3000 ppm

Method
USP/NF, Ph. Eur., JPE

Ph. Eur.

USP/NF, Ph. Eur., JPE

USP/NF, Ph. Eur., JPE

USP/NF

USP/NF, JPE
USP/NF, JPE

USP/NF

USP/NF

USP/NF

USP/NF, Ph. Eur., JPE

Ph. Eur.

JPE

JPE
JPE
USP/Ph. Eur.

GC (FMC Method)
GC (FMC Method)
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Product Suitability

The information contained in this document (as well as any advice
or assistance) is provided by FMC only as a courtesy and is
intended to be general in nature. Any uses suggested by FMC are
presented only to assist our customers in exploring possible
applications. FMC makes no warranty, express or implied, as to its
accuracy or completeness, or the results to be obtained from such
information, advice or assistance. Each customer is solely respon-
sible for determining whether the FMC products are suitable for
such customer’s intended use, and for obtaining any necessary
governmental registrations and approvals for such customer’s
production, marketing, sale, use and/or transportation of finished
goods using or incorporating the FMC products.

Patents

FMC Corporation is owner and/or licensee of several patents
related to its products. The products, processes and uses of such
products referred to in this document may be covered by one or
more patents or pending applications in the United States and/or
other countries. FMC does not warrant against any infringement
claim arising from the sale and/or use of any FMC product in
combination with other materials; the use of any FMC product
in the operation of any process; any FMC product manufactured to
a customer’s designs or specifications; or any FMC product
manufactured by any process requested by a purchaser.
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