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nz Acetate Tablets

te Tablets contain 4an amount of guanabenz acetate equivalent to, (USP 1-May-2019) NLT 90.0% and NMT 110.0% of the

of guanabenz (C,H,N,CL).

'r an amount of powdered Tablets, equivalent to 8 mg of guanabenz, to a 60-mL separator. Add 10 mL of 0.1 N hydrochloric
‘e to disperse the powder. Shake the mixture with three 10-mL portions of chloroform, discarding the chloroform phase each
L of 1 N sodium hydroxide, and extract with two 25-mL portions of ether, filtering the ether extracts. Evaporate the combined
ess with the aid of a current of air.

eria: The IR absorption spectrum of a potassium bromide dispersion of the Sample exhibits maxima at the same wavelengths
similar preparation of USP Guanabenz Acetate RS.

»n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (usp

fethanol, phosphoric acid, and water (430:3:570)
2 8.2 g of sodium acetate in 20 mL of water, add 5.7 mL of glacial acetic acid, and dilute with methanol to 1 L.

ity solution: Transfer 30 mg of guanabenz acetate to a 100-mL stoppered flask. Add about 50 mL of 0.1 N hydrochloric acid,
'm bath for 60 min, and allow the solution to cool.
n: 0.1 mg/mL of USP Guanabenz Acetate RS in Diluent prepared as follows. Transfer a suitable amount of USP Guanabenz

a suitable volumetric flask. Add 10% of the total volume of water, shake to dissolve the solids, and dilute with Diluent to

12 Nominally 0.08 mg/mL of guanabenz prepared as follows. Transfer 10 Tablets to a 500-mL volumetric flask. Add 50 mL of
nechanical means until the solids are well dispersed, add 400 mL of Diluent, and stir for 45 min. Dilute with Diluent to volume,
2 a portion of the mixture until a clear supernatant is obtained. If necessary, dilute a portion of the supernatant quantitatively
+of Diluent and water (90:10).

ic system

raphy (621), System Suitability.)

245 nm

MM (USP 1-May-2019) X 30-cm; 410-um 4 (Usp 1-May-2019) Packing L1

IL/min
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1dard deviation: NMT 2.0%, Standard solution

1dard solution and Sample solution
e percentage of the labeled amount of guanabenz (CBH8N4CI2) in the portion of Tablets taken:

Result = (r/r)) x (C/C ) x (M_/M,,) x 100
peak response from the Sample solution
peak response from the Standard solution

concentration of USP Guanabenz Acetate RS in the Standard solution (mg/mL)

nominal concentration of guanabenz in the Sample solution (mg/mL)
molecular weight of guanabenz, 231.08

molecular weight of guanabenz acetate, 291.13

eria: 90.0%-110.0%

'ESTS

1000 mL
rpm

n: A known concentration of USP Guanabenz Acetate RS in Medium

12 Pass a portion of the solution under test through a suitable filter, and dilute with Medium to a concentration similar to that of
'olution.
nditions

relength: Maximum absorbance at about 272 nm

1dard solution and Sample solution

he percentage of the labeled amount of guanabenz (CBH8N4CI2) dissolved.
'75% (Q) of the labeled amount of guanabenz (C,H,N,Cl,) is dissolved.

Ace Units (905): Meet the requirements

iluent, System suitability solution, Sample solution, Chromatographic system, and System suitability: Proceed as directed
n: Dilute 2 mL of the Standard solution from the Assay with Diluent to 100 mL.

iple solution and Standard solution

e percentage of any impurity observed having a relative retention time corresponding to the component eluting before
iz from the System suitability solution.

eria: NMT 2%

JUIREMENTS
JRAGE: Preserve in tight, light-resistant containers.

TANDARDS (11)
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