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‘butylamino)-1-hydroxyethyl]-2-(hydroxymethyl), hydrochloride, (R)-;

iino)methyl]-4-hydroxy-m-xylene-o,«-diol hydrochloride; 4 (1Ra 1-Nov-2022)
mino)methyl]-4-hydroxy-m-xylene-a,a’-diol hydrochloride CAS RN®: 50293-90-8; AUNII: WDQ1526QJM. . (IRA 1-Nov-2022)

rchloride contains NLT 98.0% and NMT 102.0% of levalbuterol hydrochloride (C NO, - HCI), calculated on the anhydrous

13H21

pENTIFICATION TesTs (197), Infrared Spectroscopy: 197K

time of the major peak of the Aldentification sample solution , (IRA 1-Nov-2022) Corresponds to that of the levalbuterol peak of

lity solution, as obtained in the test for Limit of S-Albuterol.

31 mL of phosphoric acid with water to 1 L.
Jnitrile, methanol, and water (35:35:30). To each liter of the solution add 1 mL of phosphoric acid.

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 91.5 8.5
15 91.5 8.5
15.01 0 100
20 0 100
20.01 91.5 8.5
30 91.5 8.5
A
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m x 15-cm; 5-pm packing L1
rature: 35°

_/min

1e: 10 pL

y

ard solution

lirements

= NMT 2.3

dard deviation: NMT 0.73%

dJard solution and Sample solution
» percentage of levalbuterol hydrochloride (C_ H NO, - HClI) in the portion of Levalbuterol Hydrochloride taken:

13 21
Result = (r,/rg) x (C/C ) x 100

zak response 4of levalbuterol (IRA 1-Nov-2022) from the Sample solution

2ak response 4of levalbuterol (IRA 1-Nov-2022) from the Standard solution
»ncentration of USP Levalbuterol Hydrochloride RS in the Standard solution (ug/mL)

»ncentration of the Sample solution (ug/mL)
rria: 98.0%-102.0% on the anhydrous basis
(281): NMT 0.1%

oL
zetonitrile and methanol (50:50). To each liter of the solution add 3 mL of acetic acid and 1 mL of triethylamine.

hase
'y solution: 0.10 mg/mL of USP Levalbuterol Hydrochloride RS and 0.04 mg/mL of USP Albuterol RS in Diluent
: 0.8 mg/mL of Levalbuterol Hydrochloride in Diluent

ample solution: , (ra 1.Nov-2022) 0.1 mg/mL Aof Levalbuterol Hydrochloride, (IRA 1-Nov-2022) from the Sample solution Ain
Nov-2022)

> system

aphy (621), System Suitability.)

25nm

m x 25-cm; 5-ym packing L63

_/min

1e: 10 uL

1.5 times the retention time of levalbuterol

y

n suitability solution

tive retention times for levalbuterol and (S)-albuterol are 1.0 and 1.16, respectively.]
lirements

LT 2.0 between levalbuterol and (S)-albuterol
'» NMT 2.2 for levalbuterol and (S)-albuterol

le solution® 4 (1RA 1-Nov-2022)
» percentage of (S)-albuterol in the portion of Levalbuterol Hydrochloride taken:

Result = (r,/r) x 100
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