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ol Tartrate Injection

2 Injection is a sterile solution of Metoprolol Tartrate in Water for Injection. It contains Sodium Chloride as a tonicity-adjusting

s NLT 90.0% and NMT 110.0% of the labeled amount of metoprolol tartrate [(C15H25NO3)2 : C4H606].

n time of metoprolol of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (ysp 1-

spectrum of the major peak of the Diluted sample stock solution corresponds to that of the Diluted standard stock solution, as

53y A (USP 1-May-2019)

1g/mL of sodium chloride in water

51 mg of 1-pentanesulfonic acid sodium salt (monohydrate) and 82 mg of anhydrous sodium acetate in a mixture of 550 mL
1id 470 mL of water. Add 0.57 mL of glacial acetic acid.
I solution: 0.72 mg/mL of USP Oxprenolol Hydrochloride RS in freshly prepared Mobile phase

olution: 1 mg/mL of USP Metoprolol Tartrate RS in Solution A
n: Standard stock solution and Internal standard solution (1:1)

'd stock solution: 0.1 mg/mL of USP Metoprolol Tartrate RS from Standard stock solution in Solution A4 (usp 1-May-2019)

lution: Nominally T mg/mL of metoprolol tartrate from Injection prepared as follows. Transfer an accurately measured
stion, if necessary, into Solution A.
: Sample stock solution and Internal standard solution (1:1)

stock solution: Nominally 0.1 mg/mL of metoprolol tartrate from Sample stock solution in Solution A4 (usp 1-May-2019)
> system

54 nm. AFor Identification B, use a diode array detector in the range of 200-400 nm. 5 (USP 1-May-2019)

m x 30-cm; 410-um, (usp 1-May-2019) Packing L1

_/min

1e: 10 L

y

ard solution

tive retention times for metoprolol and oxprenolol are 0.8 and 1.0, respectively.]
lirements

LT 2.0 between metoprolol and oxprenolol

dard deviation: NMT 2.0% from three replicate injections

dard solution, ADiluted standard stock solution, . n1ep 1.aaw.on1ar Sample solution, and ADiluted sample stock solution. [Note—
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2ak response ratio of metoprolol to oxprenolol from the Standard solution

»ncentration of USP Metoprolol Tartrate RS in the Standard solution (ug/mL)

»minal concentration of metoprolol tartrate in the Sample solution (ug/mL)

ria: 90.0%-110.0%

S

/L of sodium dodecyl sulfate in 0.1% (w/v) phosphoric acid

1g/mL of sodium chloride in water. [Note—This solution is only needed when sample dilution is required.]

zetonitrile and Solution A (40:60)

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: 2.5 yg/mL each of USP Metoprolol Tartrate RS and USP Metoprolol Related Compound C RS in Mobile phase

: Nominally T mg/mL of metoprolol tartrate from a volume of Injection. Transfer an accurately measured volume of Injection,

to Solution B.
> system
graphy (621), System Suitability.)

23 nm

m x 15-cm; 5-ym packing L7

rature: 30°

_/min

1e: 10 L

y

>m suitability solution and Standard solution

tive retention times for metoprolol and metoprolol related compounds are listed in Table 1.]
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 3% for metoprolol and metoprolol related compound C, Standard solution

dard solution and Sample solution
: percentage of metoprolol related compound C in the portion of Injection taken:

Result = (r /r)) x (C/C ) x 100
2ak response of metoprolol related compound C from the Sample solution
2ak response of metoprolol related compound C from the Standard solution

»ncentration of USP Metoprolol Related Compound C RS in the Standard solution (ug/mL)

»minal concentration of metoprolol tartrate in the Sample solution (ug/mL)

: percentage of any unspecified degradation product in the portion of Injection taken:
Result = (r,/rg) x (C/C,) x 100

2ak response of each unspecified degradation product from the Sample solution

2ak response of metoprolol from the Standard solution

»ncentration of USP Metoprolol Tartrate RS in the Standard solution (ug/mL)

>minal concentration of metoprolol tartrate in the Sample solution (ug/mL)
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