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ate is a mixture of the butyl ester of stearic acid (C,;H,.0,) and the butyl ester of palmitic acid (C, H,,0,). It contains 40.0%—
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tearate (C,_H, O.). The total percentage of butyl stearate (C__H, 0O.) and butyl palmitate (C, H, O.) is NLT 90.0%.
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aquirements of the test for Content of Butyl Palmitate and Butyl Stearate.

D ALMITATE AND BuTYL STEARATE
n A: 2.0 mg/mL of USP Butyl Stearate RS in chloroform
n B: 1.0 mg/mL of USP Butyl Palmitate RS in chloroform

'y solution: 1.4 pg/mL of USP Butyl Stearate RS and 1.0 pg/mL of USP Butyl Palmitate RS in chloroform, prepared from

on A, Standard solution B, and chloroform
: 2.0 mg/mL of Butyl Palmitostearate in chloroform
> system

e ionization
nm x 30-m capillary; bonded with a 0.25-um layer of thickness of phase G27

)
t: 280°
Table 1.
Table 1
Initial Temperature Final Hold Time at Final

lTemperature Ramp Temperature Temperature

) (*/min) ) (min)

60 - 60 2

60 4 250 20.5
slium
nL/min
1e: 1L
Split injection, split ratio is 5:1
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dard solution A, Standard solution B, and Sample solution
utyl palmitate and butyl stearate peaks in the Sample solution based on those in Standard solution A and Standard solution B.
» percentage of butyl palmitate or butyl stearate in the portion of Butyl Palmitostearate taken:

Result = (r /r)) x (C/C ) x 100
2ak response of butyl palmitate or butyl stearate from the Sample solution
ak response of butyl palmitate from Standard solution B or peak response of butyl stearate from Standard solution A

»ncentration of USP Butyl Palmitate RS in Standard solution B or concentration of USP Butyl Stearate RS in Standard solution

»ncentration of Butyl Palmitostearate in the Sample solution

ria
yl stearate: 40.0%-80.0%
tearate and butyl palmitate: NLT 90.0%

[emPERATURE, Class [I(741): 17°-24°
5,./Acid Value(401): NMT 0.5

3, lodine Value(401): NMT 1.0

5, Saponification Value(401): 165-180
on, Method [a(921): NMT 0.5%

UIREMENTS
raGE: Preserve in well-closed containers. Store at room temperature. Keep away from heat and sources of ignition.

ANDARDS (11)

2

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

STEARATE Documentary Standards Support CE2020 Complex Excipients

:abase Information: Chromatographic Database

red In:
volume No. PF 38(3)
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