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» acid, 4-[2-hydroxy-3-[(1-methylethyl)amino]propoxy]-, methyl ester, hydrochloride, (t)-;
Iroxy-3-(isopropylamino)propoxy]hydrocinnamate hydrochloride CAS RN®: 81161-17-3; UNII: V05260LC8D.

ride contains NLT 98.0% and NMT 102.0% of esmolol hydrochloride (C16H25NO4- HCI), calculated on the anhydrous basis.

: IbEnTiFicaTION TEsTs (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

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

3.0 g of potassium dihydrogen phosphate in 650 mL of water.
>etonitrile, methanol, and Buffer (150:200:650)
'y stock solution: 1 mg/mL of USP Esmolol Hydrochloride RS prepared as follows. Transfer a suitable quantity of USP

chloride RS to an appropriate volumetric flask, and dissolve in and dilute with 1 N hydrochloric acid to volume. Allow the

ind for at least 30 min. [Note—This results in the partial degradation of the esmolol resulting in the production of esmolol free
'm suitability for the relative retention times).]

iy solution: 0.2 mg/mL of USP Esmolol Hydrochloride RS in water from the System suitability stock solution

n: 200 pg/mL of USP Esmolol Hydrochloride RS in water

: 200 pg/mL of Esmolol Hydrochloride in water

> system

22 nm

m x 30-cm; 10-uym packing L1

_/min

1e: 20 L

y

am suitability solution and Standard solution

tive retention times for esmolol free acid and esmolol are 0.41 and 1.0, respectively.]
lirements

LT 4.0 between esmolol free acid and esmolol, System suitability solution
2 NMT 2.0 for the esmolol peak, System suitability solution

dard deviation: NMT 0.73%, Standard solution
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2ak response of esmolol from the Standard solution

>ncentration of USP Esmolol Hydrochloride RS in the Standard solution (mg/mL)

»ncentration of Esmolol Hydrochloride in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%

'm suitability solution: Prepare as directed in the Assay.
anol
are as directed for Mobile phase in the Assay.

se Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 0 100
20 0 100
25 25 75
35 25 75
36 0 100
40 0 100
: 1 mg/mL of Esmolol Hydrochloride in water
3 system: Proceed as directed in the Assay, except include a column temperature of 30°.
y
n suitability solution
lirements
LT 4.0 between esmolol free acid and esmolol
» NMT 2.0 for the esmolol peak
le solution
: percentage of each individual impurity in the portion of Esmolol Hydrochloride taken:
Result = (r /r) x 100
sak response of each individual impurity from the Sample solution
1m of all the peak responses from the Sample solution
ria: See Table 2. Disregard any peak below 0.05%.
Table 2
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
acid@ 0.43 0.4
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