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Distearate

e is a mixture of diglycerides, mainly glyceryl distearate, together with variable quantities of monoglycerides and triglycerides.
8.0% and NMT 22.0% of monoglycerides, NLT 40.0% and NMT 60.0% of diglycerides, and NLT 25.0% and NMT 35.0% of

is obtained by partial glycerolysis of vegetable oil that consists mainly of triglycerides of palmitic or stearic acid or by

" glycerol with stearic acid. The fatty acids may be of vegetable or animal origin.

‘equirements in Specific Tests for Melting Range or Temperature, Class 1[{741).

R0MATOGRAPHIC IDENTIFICATION TEST (201)

n: 50 mg/mL of USP Glyceryl Distearate RS in methylene chloride

12 50 mg/mL in methylene chloride

ic system

llvent system: Ether and hexane (70:30)

: 0.1 mg/mL of rhodamine B in alcohol

ad as directed in the chapter. Spray with the Spray reagent, and locate the spots on the plate by examination under UV light at
of 365 nm.

eria: The principal spot of the Sample solution corresponds in color, size, and R, value to that of the Standard solution.

etrahydrofuran

11 40 mg/mL of Glyceryl Distearate in tetrahydrofuran
ic system

agraphy (621), System Suitability.)

active index

am x 60-cm; 5-um 100-A packing L21.

or three 7.5-mm x 30-cm L21 columns may be used in place of the one 60-cm column, provided that System suitability
's are met. The column temperature may be lowered to ambient temperature, although working at 40° provides stable
;onditions and ensures better sample solubility.]

IL/min
me: 40 pL
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le solution
e percentage of monoglycerides, diglycerides, and triglycerides in the portion of Glyceryl Distearate taken:

Result = (r,/r.) x 100
1dividual peak response for the monoglycerides, diglycerides, and triglycerides, as appropriate
um of the responses for all of the glyceride peaks

eria

es: 8.0%-22.0%
40.0%-60.0%
25.0%-35.0%

sing closed high-pressure digestion vessels and microwave laboratory equipment, be familiar with the safety and operating
en by the manufacturer]

ate solution: 5 mg/mL of magnesium nitrate

solution: Transfer 5.0 mL of nickel standard solution TS to a 10-mL volumetric flask. Add 0.5 mL of nitric acid and 1.0 mL of
peroxide, and dilute with water to volume.

ns: Into four identical 25-mL volumetric flasks, each containing 6 mL of nitric acid, transfer 20, 50, 100, and 150 pL,

f the Standard stock solution, and dilute with water to volume. These solutions contain 4, 10, 20, and 30 ng/mL of nickel,

12 Transfer 0.1 g of Glyceryl Distearate into a suitable high-pressure resistant digestion vessel (fluoropolymer or quartz), and
nitric acid and 2.0 mL of 30% hydrogen peroxide. Place the closed vessel in a laboratory microwave oven, and digest using an
'ogram (for example, 250 W for 10 min; 600 W for 5 min; 400 W for 5 min; and 250 W for 7 min). Allow the digestion vessel to
yening. Quantitatively transfer the contents to a 25-mL volumetric flask, and dilute with water to volume.

nL of nitric acid and 2.0 mL of 30% hydrogen peroxide to a high-pressure-resistant digestion vessel, and proceed as directed

? solution.

ransfer 6.0 mL of nitric acid into a 25-mL volumetric flask. Dilute with water to volume.

nditions

bsorption Spectroscopy (852).)

absorption spectrophotometry equipped with a pyrolytically coated tube with a platform

relength: 232 nm

10llow-cathode

ice parameters: Maintain the drying temperature of the furnace at 100° for 10 s after a 10-s ramp, the ashing temperature at
) s after a 20-s ramp, and the atomization temperature at 2500° for 5 s. Use the Zero solution to set the instrument to zero.

seven separate 25-mL flasks, each containing 5.0 mL of Magnesium nitrate solution, transfer respectively 10.0 mL of each of
g: the Sample solution, the Blank, the four Standard solutions, and the Zero solution.

itly determine the absorbances of the Samples at least three times each. Record the average of the steady readings for each
utions. [Note—If necessary, dilute the Sample solution with the Zero solution to obtain a reading within the calibrated

ce range.]

eria: NMT 1 pg/g

ERIN

ample solution, Chromatographic system, and System suitability: Proceed as directed in the Assay.

ins: 0.2, 0.4, 1.0, and 2.0 mg/mL of glycerin in tetrahydrofuran
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