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CAS RN®: 10016-20-3.

ied of six alpha-(1-4) linked p-glucopyranosyl units. It contains NLT 98.0% and NMT 101.0% of alfadex (C_H. O

H1005), Calculated

s basis.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

aquirements of the test for Optical Rotation (781S), Specific Rotation.

» Sample with 2 mL of iodine TS, warm in a water bath to dissolve, and allow to stand at room temperature.
rria: A yellow-brown precipitate is formed.

ethanol and water (7:93)

'y solution: 0.5 mg/mL of USP Alpha Cyclodextrin RS, 0.5 mg/mL of USP Beta Cyclodextrin RS, and 0.5 mg/mL of USP
{extrin RS

n: 1.0 mg/mL of USP Alpha Cyclodextrin RS

lution: Transfer 250 mg of Alfadex to a 25-mL volumetric flask, and dissolve in water with the aid of heat. Cool, and dilute

olume.

: 1.0 mg/mL of Alfadex, diluted from the Sample stock solution
> system

graphy (621), System Suitability.)

ictive index
m x 15-cm; 5-pm packing L1
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slative retention times for gamma cyclodextrin, alpha cyclodextrin, and beta cyclodextrin are 0.8, 1.0, and 2.0, respectively.]
lirements

LT 1.5 between the gamma cyclodextrin and alpha cyclodextrin peaks

 0.8-2.0 for the three cyclodextrins

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of alfadex (CGH1005)6 in the portion of the sample taken:

Result = (r /r)) x (C/C ) x 100
aak response of alpha cyclodextrin from the Sample solution
2ak response of alpha cyclodextrin from the Standard solution
»ncentration of alpha cyclodextrin in the Standard solution (mg/mL)
sncentration of alpha cyclodextrin in the Sample solution (mg/mL)

rria: 98.0%-101.0% on the anhydrous basis

£281)

ria: NMT 0.1%

ORBING SUBSTANCES

: 10 mg/mL of Alfadex, calculated on the anhydrous basis, in water that has been previously boiled and cooled to room
ass through a filter of 0.2-pm pore size.

line the absorbance of the Sample solution in a 1-cm cell with a suitable spectrophotometer, after correcting for the blank.
ria: Between 230 and 350 nm, the absorbance is NMT 0.10; and between 350 and 750 nm, the absorbance is NMT 0.05.

iAMMA CYCLODEXTRIN, AND OTHER RELATED SUBSTANCES

y solution, Chromatographic system, and System suitability: Proceed as directed in the Assay.
n: System suitability solution and water (1:9)

. Use the Sample stock solution prepared as directed in the Assay.

dard solution and Sample solution

ria

rin: The area of any peak corresponding to beta cyclodextrin is NMT 0.5 times the area of the corresponding peak from the
ation (0.25%).

extrin: The area of any peak corresponding to gamma cyclodextrin is NMT 0.5 times the area of the corresponding peak
1dard solution (0.25%).

ubstances: The sum of all of the peak areas, excluding the alpha cyclodextrin, beta cyclodextrin, and gamma cyclodextrin is
a of the peak due to alpha cyclodextrin from the Standard solution (0.5%).

JUGARS

150 mg/mL of cupric sulfate

: 25 mg/mL of anhydrous sodium carbonate, 25 mg/mL of potassium sodium tartrate, 20 mg/mL of sodium bicarbonate,

L of anhydrous sodium sulfate

solution: Immediately before use, mix Cupric solution with Tartrate solution (1:25).

rbdate reagent: Mix 10 mL of disodium arsenate solution (6 in 100), 50 mL of a solution of ammonium molybdate (1 in 10),
liluted sulfuric acid, and dilute with water to 200 mL.

. 1.0 g of Alfadex, calculated on the anhydrous basis, in 100 mL of water that has been previously boiled and cooled to room
o 1 mL of this solution add 1 mL of Cupric—tartaric solution. Heat on a water bath for 10 min, then cool to room temperature.
Ammonium molybdate reagent, and allow to stand for 15 min.

olution: 20 mg/L of USP Dextrose RS

n: Prepare as directed for the Sample solution, at the same time, except use 1 mL of Standard stock solution in place of 1 mL
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