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axyl-1-[[[2-methyl-1-(1-oxopropoxy)propoxy](4-phenylbutyl)phosphinyllacetyl]-, sodium salt, [1[S*(R*)],2a,4p]-;
1-(R)-[(S)-1-hydroxy-2-methylpropoxy](4-phenylbutyl)phosphinyllacetyl-L-proline propionate (ester), sodium salt CAS RN®:
NW2RTH6T2N.

contains NLT 97.5% and NMT 102.0% of fosinopril sodium (C, H, NNaO_P), calculated on the anhydrous basis.

: IbEnTIFicATION TESTs (197), Infrared Spectroscopy: 197A or 197M (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.

zetonitrile, phosphoric acid, and water (2000:1:10)

y solution: 0.1 mg/mL of USP Fosinopril Sodium RS and 0.01 mg/mL of USP Fosinopril Related Compound B RS in Mobile

n: 0.10 mg/mL of USP Fosinopril Sodium RS in Mobile phase
:0.10 mg/mL of Fosinopril Sodium in Mobile phase

> system

aphy (621), System Suitability.)

14 nm

m x 15-cm; 5-pm packing L3

rature: 33°

nL/min

1e: 20 L

4 times the retention time of the fosinopril peak

y

n suitability solution

lirements

LT 2.0 between fosinopril related compound B and fosinopril
dard deviation: NMT 0.73% for the fosinopril peak
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2ak response of fosinopril from the Standard solution

»ncentration of USP Fosinopril Sodium RS in the Standard solution (mg/mL)

sncentration of Fosinopril Sodium in the Sample solution (mg/mL)

ria: 97.5%-102.0% on the anhydrous basis

. PROCEDURE 1

imple solution, and Chromatographic system: Proceed as directed in the Assay.

'y solution: 0.1 mg/mL of USP Fosinopril Sodium RS and 0.01 mg/mL each of USP Fosinopril Related Compound A RS and

Related Compound B RS in Mobile phase

le solution

: percentage of each individual related compound in the portion of Fosinopril Sodium taken:

Result = (r,/r,) x 100

dividual peak response, other than the fosinopril peak

1m of all the peak responses

wia See Table 1.

Table 1
Relative Acceptance
Name Retention Criteria,
Time Procedure NMT (%)
present)2 0.37 1 015
0.53 1 0.3
0.67 1 0.2
0.7
i 1 1.0
0.8
] 3 0.3
0.9 3 0.3
1.2
J 2 0.3
1.3
1 2 0.3
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