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Tablets

ontain NLT 90.0% and NMT 110.0% of the labeled amount of atenolol (C,,H,,N,0,).

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 usp 1-

time of the 4major, (USP 1-May-2022) Peak of the Sample solution corresponds to that of the Standard solution, as obtained in

ric acid solution: Dilute 5.2 mL of phosphoric acid in 100 mL of water.
odium 1-heptanesulfonate; 0.71 g of sodium phosphate, dibasic, anhydrous; and 2 mL of dibutylamine in 700 mL of water.

"M phosphoric acid solution to a pH of 3.0.4 (usp 1-May-2022)
Methanol and Buffer (30:70) 5 (usP 1-May-2022)

n: 0.01 mg/mL of USP Atenolol RS in Mobile phase

'022)

: ANominally 0.01 mg/mL of atenolol in Mobile phase prepared as follows. Transfer 10 Tablets to a 1000-mL volumetric flask.
'Mobile phase and sonicate for 15 min to disintegrate the Tablets. Dilute with Mobile phase to volume. Centrifuge a portion of
(USP 1-May-2022) Dilute a volume of the supernatant with Mobile phase to obtain a solution nominally containing 0.01 mg/mL

> system

26 nm. AFor Identification A, use a diode array detector in the range of 190-400 nm. (USP 1-May-2022)

m x 30-cm; 44-um 4 (s 1-May-2022) Packing L1
nL/min

1e: 10 L

y

ard solution

lirements

y-2022)
= NMT 2.0
dard deviation: NMT 2.0%

dard solution and Sample solution

s percentage of Athe labeled amount of , /11ap 1-mav.onoo atenolol (C,,H...N.0.) in Athe portion of Tablets . 11ep 1-mav.9097
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sncentration of USP Atenolol RS in the Standard solution (mg/mL)

>minal concentration of atenolol in the Sample solution (mg/mL)
wia: 90.0%-110.0%

ESTS

cetate buffer, pH 4.6 [prepared by mixing 44.9 parts (v/v) of 0.1 N sodium acetate with 55.1 parts (v/v) of 0.1 N acetic acid
djust with either diluted sodium hydroxide or diluted acetic acid to a pH of 4.6]; 900 mL
rpm

1022)
womatographic system, and System suitability: Proceed as directed in the Assay. 4, (USP 1-May-2022)

n: 0.01 mg/mL of USP Atenolol RS in Mobile phase
. Pass a portion of the solution under test through a suitable filter of 0.45-um pore size. Quantitatively dilute a measured
iltrate with Mobile phase to obtain a solution estimated to contain about 0.01 mg/mL of atenolol.

dard solution and Sample solution

: percentage of Athe labeled amount of 5 (usp 1-may-2022) atenolol (C, H,,N,0,) dissolved:

14H2
Result = (r,/ry) x C;x V x D x (100/L)

2ak response of atenolol from the Sample solution

ak response of atenolol from the Standard solution

»ncentration of USP Atenolol RS in the Standard solution (mg/mL)

»lume of Medium, 900 mL
lution factor of the Sample solution

bel claim (mg/Tablet)

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

6t Units (905): Meet the requirements

f potassium phosphate, monobasic; 1.25 g/L of octanesulfonic acid sodium salt; and 0.5 g/L of tetrabutylammonium

te

¢ acid solution: Dilute 5.2 mL of phosphoric acid in 100 mL of water.

ethanol, tetrahydrofuran, and Buffer (18:2:80). Adjust with 0.8 M phosphoric acid solution to a pH of 3.0.

slutions 1-3: 0.1 mg/mL each of USP Atenolol Related Compound A RS, USP Atenolol Related Compound B RS, and USP

:d Compound F RS prepared as follows. Separately transfer an appropriate quantity of USP Atenolol Related Compound A RS,

lelated Compound B RS, and USP Atenolol Related Compound F RS to individual suitable volumetric flasks. Add methanol to
| volume and sonicate to dissolve. Dilute with Mobile phase to volume.

slution 4: 0.1 mg/mL of USP Atenolol Related Compound E RS prepared as follows. Transfer an appropriate quantity of USP
:d Compound E RS to a suitable volumetric flask. Add acetonitrile to 50% of the final volume and sonicate to dissolve. Dilute

olume.

on: 0.007 mg/mL of USP Atenolol RS in Mobile phase

n: 0.01 mg/mL of USP Atenolol RS and 0.005 mg/mL each of USP Atenolol Related Compound A RS, USP Atenolol Related
'S, USP Atenolol Related Compound E RS, and USP Atenolol Related Compound F RS from the corresponding Impurity stock
ile phase
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