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drate  CAS RN®: 77938-63-7.
1-Aug-2024) anhydrous CAS RN®: 50-99-7.

lucopyranose and is derived from starch. It contains one molecule of water of hydration or is anhydrous. It contains NLT
102.0% of dextrose, calculated on the anhydrous basis.

; IpenTiFicaTion Tests (197), Infrared Spectroscopy: 197K 4or 197A A (USP 1-Aug-2024)

0° under vacuum for at least 2 h to constant weight.
wia: Meets the requirements

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

iaTIoN (921), Method |

50g

0.25¢g

ria

AT 1.0%
7.5%-9.5%

ater
'y solution: Dissolve 5 mg of USP Maltose Monohydrate RS, 5 mg of USP Maltotriose RS, and 5 mg of USP Fructose RS in

‘e with water to 50.0 mL.
n A: 30 mg/mL of USP Dextrose RS
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:1°

nL/min

1e: 20 L

Jt 1.5 times the retention time of dextrose

y

n suitability solution

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

lirement

LT 1.3 between maltotriose and maltose

dard solution A and Sample solution
: percentage, on the anhydrous basis, of dextrose (CsHqu) in the portion of Dextrose taken:

Result = (r /r)) x (C/C ) x 100
2ak response of dextrose from the Sample solution
2ak response of dextrose from Standard solution A
»ncentration of USP Dextrose RS in Standard solution A (mg/mL)

»ncentration of the Sample solution on the anhydrous basis (mg/mL)

ria: 97.5%-102.0% on the anhydrous basis

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

: 30 mg/mL, determined on the anhydrous basis

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.

y

n suitability solution

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

lirement

LT 1.3 between maltotriose and maltose

dard solution A, Sample solution, Standard solution B, and Standard solution C

y peak with an area less than the principal peak from Standard solution C (0.05%).

ria

d isomaltose: NMT 0.4%. The sum is NMT the area of the principal peak from Standard solution B.
22 NMT 0.2%. NMT 0.5 times the area of the principal peak from Standard solution B.

IMT 0.15%. NMT 3 times the area of the principal peak from Standard solution C.

MT 0.10%. NMT twice the area of the principal peak from Standard solution C.

s: NMT 0.5%. NMT 1.25 times the area of the principal peak from Standard solution B.

OF SOLUTION

on: To 2.5 mL of cobaltous chloride CS, 6.0 mL of ferric chloride CS, and 1.0 mL of cupric sulfate CS add hydrochloric acid
ogen chloride (HCI)] to make 1000.0 mL.

e solution: Dissolve 1.0 g of hydrazine sulfate in water and dilute to 100.0 mL. Allow to stand for 4-6 h.

etramine solution: In a 100-mL ground-glass-stoppered flask, dissolve 2.5 g of hexamethylenetetramine in 25.0 mL of water.

ent suspension: To the Hexamethylenetetramine solution in the flask add 25.0 mL of the Hydrazine sulfate solution. Mix and
for 24 h. This suspension is stable for 2 months. provided it is stored in a alass container free from surface defects. The
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