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ol Hydrochloride Capsules

hloride Capsules contain the equivalent of NLT 90.0% and NMT 110.0% of the labeled amount of acebutolol (C, H,.N,0,).

ption spectra of the major peak of the Sample solution exhibit maxima and minima at the same wavelengths as those of the
ik of the Standard solution, as obtained in the Assay.
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

2.4 g of sodium 1-decanesulfonate in 1000 mL of water. Adjust with glacial acetic acid to a pH of 3.5.
ethanol and Buffer (60:40)
n: 0.22 mg/mL of USP Acebutolol Hydrochloride RS in methanol. [Note—This is equivalent to 0.2 mg/mL of acebutolol.]

lution: Nominally 1 mg/mL of acebutolol prepared as follows. Transfer an equivalent to 200 mg of acebutolol, from the

T 20 Capsules, to a 200-mL volumetric flask. Add 180 mL of methanol, and stir by mechanical means for 30 min. Dilute with
ilume.

: Nominally 0.2 mg/mL of acebutolol in methanol from Sample stock solution

> system

aphy (621), System Suitability.)

54 nm. For Identification A, use a diode-array detector in the range of 200-400 nm.
m x 15-cm; 4-um packing L1

_/min

1e: 20 L

y

ard solution

lirements

= NMT 1.5

dard deviation: NMT 2.0

dard solution and Sample solution

: percentage of the labeled amount of acebutolol (C18H28N204) in the portion of Capsules taken:

Result = (r,/r)) x (C/C,) x (M_/M ) x 100
yeak response of acebutolol from the Sample solution

reak response of acebutolol from the Standard solution

:oncentration of USP Acebutolol Hydrochloride RS in the Standard solution (mg/mL)
1ominal concentration of acebutolol from the Sample solution (mg/mL)
nolecular weight of acebutolol, 336.43

nolecular weight of acebutolol hydrochloride, 372.89
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n: A known concentration of USP Acebutolol Hydrochloride RS in Medium
. Pass a portion of the solution under test through a suitable filter.
iditions

isible Spectroscopy (857).)

elength: 232 nm

dard solution and Sample solution

s percentage of the labeled amount of acebutolol (C, H,,N,0,) dissolved:

(AJA)x Cox Vx(1/L) x (M _/M ) x 100
ibsorbance of the Sample solution
ibsorbance of the Standard solution
:oncentration of acebutolol in the Standard solution (mg/mL)

'olume of Medium, 900 mL
abel claim (mg/Tablet)

nolecular weight of acebutolol, 336.43
nolecular weight of acebutolol hydrochloride, 372.89

80% (Q) of the labeled amount of acebutolol (C N,0,) is dissolved.

18H28
«6e Units (905): Meet the requirements

2 as directed in the Assay.
Methanol and Buffer (44:56)
nol and Buffer (50:50)

t solution: 0.6 mg/mL of USP Acebutolol Hydrochloride RS prepared as follows. To a suitable amount of USP Acebutolol
e RS in a suitable volumetric flask, add methanol, about 24% of the flask volume, swirl to dissolve, and dilute with Diluent to

ion: 1.4 pg/mL of USP Acebutolol Hydrochloride RS in Diluent from Standard stock solution

solution: Nominally 2.5 mg/mL of acebutolol prepared as follows. Transfer a portion of the contents of 20 opened Capsules,
1250 mg of acebutolol, to a 100-mL volumetric flask. Add 25 mL of methanol and shake by mechanical means for 15 min.

iluent to volume. Centrifuge a portion of this solution and use the supernatant.

n: Nominally 250 pg/mL of acebutolol in Diluent from Sample stock solution
hic system

tography (621), System Suitability.)

240 nm

mm x 15-cm; 4-pm packing L1

nL/min

mme: 35 pL

T 2 times the retention time of acebutolol
lity

'dard solution

fuirements

andard deviation: NMT 6.0%

1nnt Ctandard anlitinn And Carmanla anlidian
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