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-methoxyethyl)phenoxyl-3-[(1-methylethyl)amino]-, (£)-, [R-(R*,R*)]-2,3-dihydroxy butanedioate (2:1) (salt);
mino)-3-[p-(2-methoxyethyl)phenoxy]-2-propanol (+)-tartrate (2:1) (salt);

)-3-[4-(2-methoxyethyl)phenoxy]propan-2-ol L-tartrate 4 (ERR 1-Dec-2018) CAS RN®: 56392-17-7; UNIl: W5S57Y3A5L.

2 contains NLT 98.0% and NMT 102.0% of metoprolol tartrate [(C15H25N03)2 : C4H606], calculated on the dried basis.

+ IoenTiFicaTion TesTs (197), Infrared Spectroscopy: 197My (cN 1-May-2020)

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

tions within 48 h.]

f sodium dodecyl sulfate in 0.1% (w/v) phosphoric acid
>etonitrile and Buffer (400:600)

n: 1 mg/mL of USP Metoprolol Tartrate RS in Mobile phase
1 mg/mL of Metoprolol Tartrate in Mobile phase

> system

aphy (621), System Suitability.)

23 nm

m x 15-cm; 5-um packing L7
rature: 30°

_/min

1e: 10 uL

y

ard solution

lirements

* NMT 2

dard deviation: NMT 0.73%

dJard solution and Sample solution

» percentage of metoprolol tartrate [(C15H25N03)2 . C4H606] in the portion of sample taken:

Result = (r,/rg) x (C/C ) x 100
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sncentration of Metoprolol Tartrate in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

tions within 48 hrs.]

1ase, Sample solution, and Chromatographic system: Proceed as directed in the Assay.

y solution: 5 pg/mL each of USP Metoprolol Tartrate RS, USP Metoprolol Related Compound A RS, USP Metoprolol Related
'S, and USP Metoprolol Related Compound C RS in Mobile phase

n: 1 pg/mL each of USP Metoprolol Tartrate RS, USP Metoprolol Related Compound A RS, USP Metoprolol Related

'S, USP Metoprolol Related Compound C RS, and USP Metoprolol Related Compound D RS in Mobile phase

y

>m suitability solution and Standard solution

lirements

LT 1.5 between metoprolol related compound A and metoprolol related compound B; NLT 2.5 between metoprolol related
B and metoprolol related compound C, System suitability solution
dard deviation: NMT 5.0% for the metoprolol peak, Standard solution

dard solution and Sample solution
: percentage of each impurity in the portion of sample taken:

Result = (r,/rg) x (C/C,) x 100
2ak response of each individual impurity in the Sample solution

aak response of the corresponding metoprolol related compound or metoprolol (for calculating any individual unspecified
npurity) in the Standard solution

»ncentration of the corresponding USP Metoprolol Related Compound RS or USP Metoprolol Tartrate RS (for calculating any
dividual unspecified impurity) in the Standard solution (mg/mL)

»ncentration of Metoprolol Tartrate in the Sample solution (mg/mL)

wia: See Table 1.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
Jlated
2 0.65 0.10
Jlated
2 0.72 0.10
Jlated
2 0.83 0.10
1.00 -
Jlated
de 4.78/5.00 0.10
I
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