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il Sodium Tablets

Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of fosinopril sodium (C, H,.NNaO_P).

iIpenmiFicaion Tests (197), Infrared Spectroscopy: 197F 4 (cN 1-Mav-2020)

- a portion of finely powdered Tablets, equivalent to 25 mg of fosinopril sodium, to a 100-mL beaker containing 40 mL of

25° for 5 min with stirring, and pass through a fritted-disc funnel of medium pore size. Centrifuge the filtrate at 2500 rpm for
the filtrate with phosphoric acid to a pH of 3 to precipitate the fosinopril, and pass through a fritted-disc funnel. Dissolve the
»assing chloroform through the filter, and evaporate the chloroform solution to dryness under a current of air. Proceed as
the oily residue so obtained.

er 25 mg of USP Fosinopril Sodium RS to a 100-mL beaker containing 40 mL of water. Proceed as directed for the Sample,
“Heat at 25° for 5 min with stirring”. Use the residue.

ria: Meet the requirements

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

ethanol and 0.2% phosphoric acid (780:220)
rile and 0.2 M urea solution (20:80)
'y solution: 30 pg/mL of USP Fosinopril Related Compound A RS and 70 pg/mL of USP Fosinopril Sodium RS in Diluent

n: 0.1 mg/mL of USP Fosinopril Sodium RS in Diluent
lution: Transfer NLT 10 Tablets to a 500-mL volumetric flask, add 400 mL of Diluent, and stir for 40 min. Dilute with Diluent to
1d centrifuge. Use the clear supernatant.

 Nominally 0.1 mg/mL of fosinopril sodium in Diluent from Sample stock solution
> system

15nm

m x 30-cm; packing L1

_/min

1e: 50 pL

1.5 times the retention time of the fosinopril peak

y

>m suitability solution and Standard solution

tive retention times for fosinopril related compound A and fosinopril are about 0.4 and 1.0, respectively.]
lirements

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

dard solution and Sample solution

: percentage of the labeled amount of fosinopril sodium (C30H45NNa07P) in the portion of Tablets taken:

Result = (r./r.)x (C./C.) x 100
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»minal concentration of fosinopril sodium in the Sample solution (mg/mL)
wia: 90.0%-110.0%

ESTS

900 mL
rpm

>etonitrile and 0.2% phosphoric acid (640:360)

'y solution: 0.02 mg/mL each of USP Fosinopril Sodium RS and USP Fosinopril Related Compound G RS in Mobile phase

olution: 0.1 mg/ml of USP Fosinopril Sodium RS prepared as follows. Add methanol, about 3% of the total volume, to a

ty of USP Fosinopril Sodium RS in a suitable volumetric flask, sonicate briefly, and dilute with Medium to volume.

n: Dilute the Standard stock solution with Medium as directed in Table 1.

Table 1
Standard Stock
Label Claim Solution Final Volume
(mg) (mL) (flask size)
5 5.0 100
10 10 100
20 20 100
40 40 100

. Pass portions of the solution under test through a 1.2-pym acrylic filter. [Note—Do not use glass filters.]

> system

15nm

m x 15-cm; 5-pm packing L1

rature: 40°

_/min

1e: 50 pL

y

>m suitability solution and Standard solution
lirements

LT 1.7 between fosinopril and fosinopril related compound G, System suitability solution

dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

: percentage of the labeled amount of fosinopril sodium (C, H, NNaO_P) dissolved.

30 45

80% (Q) of the labeled amount of fosinopril sodium (C, H,. NNaO_P) is dissolved.

30 45
e Units (905): Meet the requirements

ReLATED ComPounD A

luent, Sample solution, Chromatographic system, and System suitability: Proceed as directed in the Assay.

olution: 0.1 mg/mL of USP Fosinopril Related Compound A RS in methanol

n: 0.0025 mg/mL of USP Fosinopril Related Compound A RS in Diluent from Standard stock solution

nle solution and Standard solution
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