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2 Hydrochloride and Chlorthalidone Tablets

1loride and Chlorthalidone Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of chlorthalidone
) and NLT 90.0% and NMT 110.0% of the labeled amount of clonidine hydrochloride (C,H,CIN, - HCI).

12 Transfer an amount of powdered Tablets, equivalent to 3 mg of clonidine hydrochloride, to a beaker. Add 30 mL of water, stir
pass through a filter of medium pore size into a sintered-glass funnel. Transfer the filtrate to a separator, add 5 mL of 0.1 N
xide, and extract with 20 mL of chloroform, collecting the chloroform extract in a separator. Extract the chloroform phase with
N hydrochloric acid, collecting the acid extract in a beaker. Remove any residual chloroform from the acid extract by heating
ith.

eria: The UV absorption spectrum of the Sample solution exhibits maxima and minima at the same wavelengths as that of a
n of USP Clonidine Hydrochloride RS, concomitantly measured.

'PTION

'r 10 powdered Tablets to a 50-mL beaker. Add 10 mL of methanol, boil on a steam bath for 5 min, and filter. Add 20 mL of
[trate, and boil on a steam bath for 5 min under a current of air. Cool, with stirring, in ice until crystals form. Filter the crystals,
* for 1 h.

eria: The IR absorption spectrum of a mineral oil dispersion of the Sample exhibits maxima only at the same wavelengths as
ar preparation of USP Chlorthalidone RS.

1 times of the chlorthalidone and clonidine hydrochloride peaks of the Sample solution correspond to those of the Standard
1ed in the Assay.

monobasic ammonium phosphate in water

fethanol, acetonitrile, and Buffer (100:100:800)

chloride standard stock solution: 1500J pg/mL of USP Clonidine Hydrochloride RS in Buffer; J is the ratio of the labeled

I, of clonidine hydrochloride to the labeled amount, in mg, of chlorthalidone per Tablet.

n: 150J pg/mL of USP Clonidine Hydrochloride RS and 150 pg/mL of USP Chlorthalidone RS prepared as follows. Transfer
Chlorthalidone RS to a 100-mL volumetric flask, dissolve in 10 mL of methanol, and add 25 mL of Buffer and 10.0 mL of
ochloride standard stock solution. Dilute with Buffer to volume.

12 Transfer an amount equivalent to 15 mg of chlorthalidone from powdered Tablets (NLT 20). Add 10 mL of methanol, and

min. Add 40 mL of Buffer, and sonicate until the solution is free from agglomerates. Allow to cool to ambient temperature,
‘fer to volume, and centrifuge.

ic system

raphy (621), System Suitability.)

220 nm

am x 10-cm; packing L7
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NLT 3 between the clonidine hydrochloride and chlorthalidone peaks
1dard deviation: NMT 2%

1dard solution and Sample solution
e percentage of the labeled amounts of clonidine hydrochloride (C,H,CI,N, - HCI) and chlorthalidone (C, H,,CIN,O,S) in the

‘Tablets taken:

Result = (r/rg) x (C/C) x 100
ieak response of clonidine hydrochloride or chlorthalidone from the Sample solution
ieak response of clonidine hydrochloride or chlorthalidone from the Standard solution

:oncentration of USP Clonidine Hydrochloride RS or USP Chlorthalidone RS in the Standard solution (ug/mL)

iominal concentration of clonidine hydrochloride or chlorthalidone in the Sample solution (ug/mL)
eria: 90.0%-110.0%

'ESTS

900 mL
0 rpm

11 Pipet 20 mL of a centrifuged portion of the solution under test into a 25-mL volumetric flask, and dilute with 0.5%
nmonium phosphate solution to volume. Use the resulting solution as the Sample solution.

ad as directed in the Assay, making any necessary volumetric adjustments.

"50% (Q) of the labeled amount of chlorthalidone (C CIN,0,S) and NLT 80% (Q) of the labeled amount of clonidine

(C4H,CLN, - HCI) are dissolved.

14H‘I1

ace Units (905): Meet the requirements for Content Uniformity with respect to both clonidine hydrochloride and chlorthalidone

JUIREMENTS
JRAGE: Preserve in well-closed containers.

TANDARDS (11)
S
shloride RS

Please check for your question in the FAQs before contacting USP.
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