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Cyclodextrin

2 from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-notice-
xtrin-20241122.
OH HO

1297.12

A
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s& CAS RN®: 17465-86-0.

trin is composed of 8 alpha-(1-4) linked p-glycopyranosyl units. It contains NLT 98.0% and NMT 102.0% of cyclooctaamylose
ulated on the dried basis.

IoenTiFicaTion Tests (197), Infrared Spectroscopy: 197K

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

‘equirements of the test for Specific Rotation.

fethanol and water (7:93)
ity solution: Prepare an aqueous solution containing 0.5 mg/mL each of USP Alpha Cyclodextrin RS, USP Beta Cyclodextrin
iamma Cyclodextrin RS.

: 1.0 mg/mL of USP Gamma Cyclodextrin RS
dlution: Transfer 250 mg of Gamma Cyclodextrin to a 25-mL volumetric flask, and dissolve in water, with the aid of heat if
ol, and dilute with water to volume.
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mL/min

me: 50 pL

ity

'm suitability solution

ative retention times for gamma cyclodextrin, alfadex, and betadex are 0.8, 1.0, and 1.9, respectively.]
uirements

NLT 1.5 between the gamma cyclodextrin and alfadex peaks

rs: 0.8-2.0 for the three cyclodextrins

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of gamma cyclodextrin [(CGHmOS)S] in the portion of sample taken:

Result = (r /r;) x (C/C ) x 100
ieak response of gamma cyclodextrin from the Sample solution

ieak response of gamma cyclodextrin from the Standard solution

:oncentration of USP Gamma Cyclodextrin RS in the Standard solution (mg/mL)

:oncentration of the Sample solution (mg/mL) corrected for water found in Specific Tests, Loss on Drying

eria: 98.0%—102.0% on the dried basis

1(281): NMT 0.1%, determined on a 1.0-g specimen

)S

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

in: Transfer 5.0 mL of the System suitability solution into a 50-mL volumetric flask, and dilute with water to volume.
11 Use the Sample stock solution, prepared as directed in the Assay.

1dard solution and Sample solution

eria: For the Sample solution, the areas of any peaks corresponding to alfadex (alpha cyclodextrin) or to betadex (beta

are not greater than the area of the corresponding peaks in the chromatogram of the Standard solution (0.5%); and the sum of
Il the peaks, excluding the principal peak, the peaks corresponding to alfadex or to betadex, and artifact peaks, is not greater
of the peak corresponding to gamma cyclodextrin in the chromatogram of the Standard solution (0.5%).

CES
ird solution: ADissolve an accurately weighed quantity of USP Dextrose RS in water to obtain a solution having a
of about 10.0 mg/mL of dextrose. 4 (rB 1-Dec-2024)

‘er a quantity of Gamma Cyclodextrin, equivalent to 1.0 g on the dried basis, to a 500-mL conical flask. Dissolve in 10 mL of
125 mL of alkaline cupric citrate TS2. Cover the flask with aluminum foil, and boil the solution for 5 min. Cool in an ice bath to
tture. Add 25 mL of 0.6 N acetic acid, 10 mL of 3 N hydrochloric acid, and 10 mL of 0.1 N iodine solution. [Note—The addition
ions must be in the order given.]

ution with 0.1 N sodium thiosulfate VS, and determine the endpoint potentiometrically. Perform a blank determination (see
41). Tvnes of Titrations. Blank Corrections). Calculate the difference in volumes reauired.
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