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anosyl-o-glucitol CAS RN®: 585-86-4.
3RN®: 81025-04-9.
1®: 81025-03-8.

ILT 98.0% and NMT 101.0% of C_H, O, ., calculated on the anhydrous basis.

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

ater

n: 10.0 mg/mL of USP Lactitol RS
:10.0 mg/mL of Lactitol

> system

graphy (621), System Suitability.)

ictive index

m x 30-cm; packing L34

rature: 85°

nL/min

25 L

y

ard solution

lirements

dard deviation: NMT 1.0% for lactitol

dard solution and Sample solution

: percentage of lactitol (C12H24OH) in the portion of Lactitol taken:
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sncentration of Lactitol in the Sample solution (mg/mL)

rria: 98.0%-101.0% on the anhydrous basis

(281): NMT 0.5%

5

n: 0.3 mg/mL of USP Lactitol RS

. Prepare as directed in the Assay.

> system: Proceed as directed in the Assay.

y

ard solution

slative retention times for lactose, glucose, galactose, lactulitol, lactitol, galactitol, and sorbitol are about 0.53, 0.58, 0.67,
5, and 1.68, respectively.]

dard solution and Sample solution
: percentages of galactitol, sorbitol, lactulitol, lactose, glucose, and galactose in the portion of Lactitol taken:

Result = (r,/r)) x (C/C ) x 100
aak response of the relevant related compound, if observed, from the Sample solution
2ak response of lactitol from the Standard solution
»ncentration of USP Lactitol RS in the Standard solution (mg/mL)
»ncentration of Lactitol in the Sample solution (mg/mL)

wria: The total of the percentages of all related compounds is NMT 1.5%.

n: Pipet 2 mL of a dextrose solution containing 0.5 mg/mL into a 10-mL conical flask.

. Disolve 500 mg in 2.0 mL of water in a 10-mL conical flask.

mitantly add 1 mL of alkaline cupric tartrate TS to each solution, heat to boiling, and cool.

rria: NMT 0.2%, calculated as dextrose. The Sample solution shows no more turbidity than that produced in the Standard
ch a reddish brown precipitate forms.

on, Method | (921): For the monohydrate form, 4.5%—5.5%; for the dihydrate form, 9.5%—10.5%; and for the anhydrous form,

UIREMENTS
RrAGe: Preserve in well-closed containers.
to indicate whether it is the monohydrate, the dihydrate, or the anhydrous form.

ANDARDS (171)

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

opic/Question Contact Expert Committee

Documentary Standards Support SE2020 Simple Excipients

:abase Information: Chromatographic Database
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