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3, 4-[2-hydroxy-3-[(1-methylethyl)amino]propoxy]-;
2022) -[2-Hydroxy-3-(isopropylamino)propoxyl-phenyl}acetamide CAS RN®: 29122-68-7; UNII: 50VV3VWOTI.

NLT 98.0% and NMT 102.0% of atenolol (C, H,,N,0,), calculated on the dried basis.

pENTIFIcATION Tests (197), Infrared Spectroscopy: 197K

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

of 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.
n: 0.01 mg/mL of USP Atenolol RS in Mobile phase. Sonication may be necessary for complete dissolution.

:0.01 mg/mL of Atenolol in Mobile phase. Sonication may be necessary for complete dissolution.
> system
graphy (621), System Suitability.)

26 nm

m x 15-cm; 5-ym packing L1

_/min

1e: 10 L

2 times the retention time of atenolol

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 0.73% 4 (usp 1-May-2022)

dard solution and Sample solution

» percentaae of atenolol (C H N 0 ) in the portion of Atenolol taken:
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»ncentration of USP Atenolol RS in the Standard solution (mg/mL)

>ncentration of Atenolol in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.2%

TE (221), Chloride

ion: 1.4 mL of 0.020 N hydrochloric acid in 100 mL of 0.15 N nitric acid 4 (usp 1-May-2022)
1.0 gin 100 mL of 0.15 N nitric acid

wria: AThe Sample solution shows no more turbidity with 1 mL of silver nitrate TS than the Standard solution , (USP 1-May-2022)

bile phase: Prepare as directed in the Assay.
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: 0.5 pg/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

2 mg/mL of Atenolol in Mobile phase prepared as follows. Transfer a suitable amount of Atenolol to a suitable volumetric
ile phase to 50% of the final volume and sonicate to dissolve. Dilute with Mobile phase to volume.

3 system: Proceed as directed in the Assay, except for the Run time.

5 times the retention time of atenolol

y

itivity solution and Standard solution

le 1 for relative retention times.]

lirements

LT 2.0 between atenolol related compound B and atenolol related compound A, Standard solution

dard deviation: NMT 2.0% for atenolol and NMT 5.0% each for atenolol related compounds A, B, E, and F, Standard solution
ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of atenolol related compounds A, B, E, and F in the portion of Atenolol taken:

Result = (r,/r)) x (C/C ) x 100
aak response of atenolol related compound A, B, E, or F from the Sample solution
2ak response of atenolol related compound A, B, E, or F from the Standard solution
»ncentration of the corresponding Reference Standard in the Standard solution (mg/mL)
»ncentration of Atenolol in the Sample solution (mg/mL)
: percentage of atenolol related compound G and any unspecified impurity in the portion of Atenolol taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
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