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Hard Fat

DEFINITION
Hard Fat is a mixture of glycerides of saturated fatty acids.

IMPURITIES

* ResipuE oN leniTion (281): NMT 0.05%

* ALKALINE IMPURITIES
Sample: 2.0 g
Analysis: Dissolve the Sample in a mixture of 1.5 mL of alcohol and 3.0 mL of ether. Add 0.05 mL of bromophenol blue TS, and titrate with
0.07 N hydrochloric acid to a yellow endpoint.
Acceptance criteria: NMT 0.15 mL of 0.07 N hydrochloric acid

SPECIFIC TESTS

* MeLtine RanGe or TemPERATURE, Class 11{(741): The melting temperature does not differ by more than 2° from the nominal value given in Labeling.

* Fats anp Fixeo Ous, Acid Value(401): NMT 1.0

* Fats anp Fixeo Ous, lodine Value(401): NMT 7.0

* Fats anp Fixeo Ous, Saponification Value(401): 215-255

« Fats anp Fixep Ows, Unsaponifiable Matter(401): NMT 3.0%

ADDITIONAL REQUIREMENTS
* PackaciNg AND STorAGE: Preserve in tight containers at a temperature that is 5° or more below the melting range stated in the labeling.

* Laseuing: The labeling includes the nominal melting temperature, which is 27°-44°,

Auxiliary Information - Please check for your question in the FAQs before contacting USP.

Topic/Question Contact Expert Committee

HARD FAT Documentary Standards Support CE2020 Complex Excipients

Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. Information currently unavailable
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