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Excipient

198.17
rdrate;
drate  CASRN®: 77938-63-7.

-is a sugar usually obtained by hydrolysis of starch. It contains 1 molecule of water of hydration. It contains NLT 97.5% and

dextrose (CH,,0,), calculated on the anhydrous basis.

1276

penTiFicaTioN Tests (197), Infrared Spectroscopy: 197K

st specimen per the conditions specified in the test for Water Determination.
ria: Meets the requirements

1e the chromatograms obtained in the Assay.
rria: The principal peak obtained with the Sample solution is similar in retention time and size to the principal peak obtained
solution A.

uirements for the water content in the test for Water Determination.

ater

y solution: 0.1 mg/mL each of USP Maltose Monohydrate RS, USP Maltotriose RS, and USP Fructose RS
n A: 30 mg/mL of USP Dextrose RS

. Equivalent to 30 mg/mL of anhydrous dextrose

> system
graphy (621), System Suitability.)

ictive index
m x 30-cm; 9-um packing L19

21°

nL/min

1e: 20 L

imes the retention time of dextrose

y

n suitability solution

slative retention times for maltotriose, maltose, isomaltose, dextrose, and fructose are 0.7, 0.8, 0.8, 1.0, and 1.3, respectively.
1time for dextrose is about 21 min.]

lirements

LT 1.3 between maltotriose and maltose

dard solution A and Sample solution
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sncentration of USP Dextrose RS in Standard solution A (mg/mL)

>ncentration of Dextrose Excipient in the Sample solution (mg/mL)

rria: 97.5%-102.0% on the anhydrous basis

s
rstem suitability solution, and Chromatographic system: Proceed as directed in the Assay.

n B: Dilute 1.0 mL of the Sample solution with water to 250.0 mL.

n C: Dilute 25.0 mL of Standard solution B with water to 200.0 mL.

. Equivalent to 30 mg/mL of anhydrous dextrose

y

n suitability solution

slative retention times for maltotriose, maltose, isomaltose, dextrose, and fructose are 0.7, 0.8, 0.8, 1.0, and 1.3, respectively.
1 time for dextrose is about 21 min.]

ltirements

LT 1.3 between maltotriose and maltose

dard solution B, Standard solution C, and Sample solution

j threshold is 0.05%. Disregard any peak with an area less than the principal peak from Standard solution C.
ria

omaltose: NMT 0.6%; the sum is NMT 1.5 times the area of the principal peak from Standard solution B.
MT 0.2%; NMT 0.5 times the area of the principal peak from Standard solution B

"0.15%; NMT 3 times the area of the principal peak from Standard solution C

purities: NMT 0.10%; NMT twice the area of the principal peak from Standard solution C

s: NMT 0.7%; NMT 1.75 times the area of the principal peak from Standard solution B

(281): NMT 0.1%

JLFITES

: 1 g of Dextrose Excipient in 10 mL of water
Sample solution add 1 drop of iodine TS.
ria: The liquid is colored yellow.

on (921), Method Il
ler vacuum at 70° to constant weight.
ria: 7.5%-9.5%

. Dissolve 25 g of Dextrose Excipient in water to make 50.0 mL.
Mix 1.0 mL of cobaltous chloride CS, 3.0 mL of ferric chloride CS, and 2.0 mL of cupric sulfate CS with water to make 10
L of this solution with water to 50 mL.

he comparison by viewing the Sample solution and Control solution downward in matched color-comparison tubes against a

ria: The Sample solution has no more color than the Control solution.

100 mg/mL in carbon dioxide-free water
enolphthalein TS to 50 mL of the Sample solution, and titrate with 0.020 N sodium hydroxide to the production of a distinct

ria: NMT 0.30 mL

TE (221), Chloride
n: 0.50 mL of 0.020 N hydrochloric acid

rria: 0.018%; the Sample shows no more chloride than the Standard solution.

TE (221), Sulfate
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