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343.89
-(cyclopropylmethoxy)ethyllphenoxy]-3-[(1-methylethyl)amino]-, hydrochloride, (+)-;
opylmethoxy)ethyl]phenoxyl-3-(isopropylamino)-2-propanol hydrochloride CAS RN®: 63659-19-8; UNII: 6X97D2XT0O.

loride contains NLT 98.0% and NMT 102.0% of betaxolol hydrochloride (C NO, - HCI), calculated on the dried basis.

18H29

penTiFicaTioN Tests (197), Infrared Spectroscopy: 197K

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

:sts—GeNeraL (191), Chemical Identification Tests, Chloride

d as directed for 4amine hydrochlorides. , (USP 1-May-2021)

ria: Meets the requirements

f monobasic potassium phosphate in water, adjusted with phosphoric acid to a pH of 3.0
zetonitrile, methanol, and Buffer (175:175:650)
n: 1 mg/mL of USP Betaxolol Hydrochloride RS in Mobile phase. Sonicate if necessary.

1 mg/mL of Betaxolol Hydrochloride in Mobile phase. Sonicate if necessary.
> system
aphy (621), System Suitability.)

22 nm

m x 25-cm; 5-ym packing L7
nL/min

1e: 10 L

y

ard solution

lirements

= NMT 3.0

dard deviation: NMT 0.73%

dard solution and Sample solution

: percentage of betaxolol hydrochloride (C18H29N03 -HCI) in the portion of Betaxolol Hydrochloride taken:

Result = (r /r)) x (C/C ) x 100
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wia: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

1ase, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
'y solution: 1 mg/mL of USP Betaxolol Hydrochloride RS and 30 pg/mL of USP Betaxolol Related Compound A RS in Mobile

n: 0.003 mg/mL of USP Betaxolol Hydrochloride RS in Mobile phase

y

>m suitability solution and Standard solution

tive retention times for betaxolol related compound A and betaxolol are 0.9 and 1.0, respectively.]
lirements

LT 2.0 between the betaxolol related compound A and betaxolol peaks, System suitability solution
dard deviation: NMT 5.0%, Standard solution

dard solution and Sample solution
mpurities in the Sample solution on the basis of the relative retention times in Table 1.
» percentage of each impurity in the portion of Betaxolol Hydrochloride taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
aak response of each impurity from the Sample solution
2ak response of betaxolol from the Standard solution

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

sncentration of Betaxolol Hydrochloride in the Sample solution (mg/mL)

lative response factor for each individual impurity (see Table 1)

wia: See Table 1.

Table 1
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
0.3 1.3 0.5
ited compound AL 0.9 1.2 0.5
1.0 1.0 -
:nol analog® 1.6 1.3 0.5
:n chain analogg 1.7 0.95 0.5
rane analog® 3.7 1.3 0.5
ied impurity - 1.0 0.10
es - - 1.0
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