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535.03
oxylic acid, 2-[2-[[1-(ethoxycarbonyl)-3-phenylpropylJamino]-1-oxopropyl]-1,2,3,4-tetrahydro-6,7-dimethoxy-,
e, [3S[2[R*(R*)],3R]I-;
)-1-Carboxy-3-phenylpropyllalanyl]-1,2,3,4-tetrahydro-6,7-dimethoxy-3-isoquinolinecarboxylic acid, 2-ethyl ester,
e CASRN®: 82586-52-5; UNIl: QTUMG3UHA45.

loride contains NLT 98.0% and NMT 102.0% of moexipril hydrochloride (C N,O, - HCI), calculated on the anhydrous basis.

27H34

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

stention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sTs—GeNEerAL (191), Chloride: Meets the requirements

of dibasic ammonium phosphate. Adjust with diluted phosphoric acid to a pH of 7.5.

dnitrile and tetrahydrofuran (95:5)

>lution A and Buffer (30:70)

n: 0.1 mg/mL of USP Moexipril Hydrochloride RS in Mobile phase. [Note—Sonication may be necessary for complete

: 0.1 mg/mL of Moexipril Hydrochloride in Mobile phase. [Note—Sonication may be necessary for complete dissolution.]
> system
aphy (621), System Suitability.)

15nm

m x 25-cm; 5-um packing L1

rature: 35°

_/min

1e: 10 L

3.2 times the retention time of moexipril
y

ard solution

lirements
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2ak response from the Sample solution

2ak response from the Standard solution

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

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

ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.20%

prepared samples for analysis.]

hromatographic system: Proceed as directed in the Assay.
3ed as directed for the Buffer in the Assay.

A and Solution B (20:80)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 20 80
5 20 80
35 55 45
65 55 45
70 20 80
80 20 80

n 1: 4 ug/mL of USP Moexipril Hydrochloride RS in Diluent. [Note—Sonication may be necessary for complete dissolution.]
n 2: 2 mg/mL of USP Moexipril Hydrochloride RS and 3 pg/mL each of USP Moexipril Related Compound A RS, USP

S, USP Moexipril Related Compound F RS, and USP Moexipril Related Compound G RS in Diluent. [Note—Sonication may be
somplete dissolution.]

: 2 mg/mL of Moexipril Hydrochloride in Diluent. [Note—Sonication may be necessary for complete dissolution.]

y

dard solution 1 and Standard solution 2

lirements

LT 3.5 between moexipril related compound A and moexipril related compound E; NLT 2.5 between moexipril and moexipril
npound G, Standard solution 2

dard deviation: NMT 5.0% for moexipril, Standard solution 1

dard solution 1, Standard solution 2, and Sample solution
: percentage of each specified impurity in the portion of Moexipril Hydrochloride taken:

Result = (r,/r)) x (C/C ) x 100
2ak response of each specified impurity from the Sample solution
2ak response of the corresponding Reference Standard from Standard solution 2

»ncentration of each specified impurity in Standard solution 2 (mg/mL)
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