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1d Di-glycerides

arides is a mixture of glycerol mono- and di-esters, with minor amounts of tri-esters, of fatty acids from edible oils. It contains
»noglycerides. The monoglyceride content is NLT 90.0% and NMT 110.0% of the value indicated in the labeling. It may
stabilizers.

strahydrofuran

: 40 mg/mL of Mono- and Di-glycerides in tetrahydrofuran
> system

graphy (621), System Suitability.)

ictive index

x 60-cm; 5-pm packing L21 (100 A)

ir three 7.5-mm x 30-cm L21 columns may be used in place of one 60-cm column provided that System suitability
s are met.]

_/min

1e: 40 pL

y

le solution

rder of elution is triglycerides, diglycerides, monoglycerides, and glycerin.]
lirements

dard deviation: NMT 1.0%, determined from the monoglycerides peak

le solution
: percentage of monoglycerides in the portion of Mono- and Di-glycerides taken:

Result = (r,/r,) x 100
sak response for monoglycerides
1m of the responses of all the peaks, except the solvent peak

ria: 90.0%-110.0% of the value indicated in the labeling

(281): NMT 0.1%

rocedures, Procedure 2, (cN 1-Ju-2023) : NMT 3 pg/g
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Result = (C /C.) x 100
ycerin concentration in the Sample solution from the standard curve (mg/mL)

sncentration of the Sample solution (mg/mL)

ria: NMT 7.0%

3, Acid Value (401) : NMT 4
5, Hydroxyl Value (401): 90.0%-110.0% of the value indicated in the labeling

3, Jodine Value (401): 90.0%—110.0% of the value indicated in the labeling. If the value stated in the labeling is less than 10,
NMT 10.

;,.Saponification Value (401): 90.0%—-110.0% of the value indicated in the labeling

UIREMENTS
raGE: Preserve in tight, light-resistant containers.

:ling indicates the monoglyceride content, hydroxyl value, iodine value, saponification value, and name and quantity of any

ANDARDS (11)

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

opic/Question Contact Expert Committee

iLYCERIDES Documentary Standards Support CE2020 Complex Excipients

:abase Information: Chromatographic Database

red In:
volume No. PF 30(4)
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