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hloride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of benazepril hydrochloride (CZ4H28N205 “HCI).

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

>lve 0.81 g of tetrabutylammonium bromide in 360 mL of water containing 0.2 mL of acetic acid, glacial.
ethanol and Solution A (64:36)
y solution: 0.4 mg/mL each of USP Benazepril Hydrochloride RS and USP Benazepril Related Compound B RS in Mobile

n: 0.2 mg/mL of USP Benazepril Hydrochloride RS in Mobile phase
 Nominally 0.2 mg/mL of benazepril hydrochloride in Mobile phase prepared as follows. Transfer a portion from NLT 20 finely

ets, equivalent to 50 mg of benazepril hydrochloride, to a 250-mL volumetric flask. Add 150 mL of Mobile phase, and shake
means for 30 min. Dilute with Mobile phase to volume, mix, and centrifuge. Pass an aliquot of the supernatant through a
liscarding the first 6 mL of the filtrate.

> system

aphy (621), System Suitability.)

40 nm. For Identification A, use a diode array detector in the range of 200-400 nm.

m x 3-cm; 7-um packing L7

9-mm x 30-cm; 10-pym packing L1

_/min

1e: 25 uL

3 times the retention time of benazepril

y

n suitability solution

tive retention times for benazepril and benazepril related compound B peaks are about 1.0 and 1.5, respectively.]
lirements

ILT 2.0 between benazepril and benazepril related compound B peaks

dard deviation: NMT 2.0% for both benazepril and benazepril related compound B peaks

dard solution and Sample solution

: percentage of the labeled amount of benazepril hydrochloride (C24H28N205 -HCI) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100
aak response of benazepril from the Sample solution
2ak response of benazepril from the Standard solution

»ncentration of USP Benazepril Hydrochloride RS in the Standard solution (mg/mL)
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r; 500 mL
0rpm

bile phase, System suitability solution, and System suitability: Proceed as directed in the Assay.

ion: 0.02 pg/pL of USP Benazepril Hydrochloride RS in Medium

n: Pass a portion of the solution under test through a suitable filter. [Nore—The amount of benazepril injected should not
; of the quantity of the Standard solution (1.5 pg).]

hic system: Proceed as directed in the Assay, except for the Injection volume.
mme: 25 pL for System suitability solution; 60 pL for Standard solution and Sample solution

ndard solution and Sample solution

he percentage of the labeled amount of benazepril hydrochloride (C24H28N205 - HCI) dissolved:

Result = (r,/r)) x (C/L) x Vx 100
peak response of benazepril from the Sample solution
peak response of benazepril from the Standard solution

concentration of USP Benazepril Hydrochloride RS in the Standard solution (mg/mL)

label claim (mg/Tablet)

volume of Medium, 500 mL

T80% (Q) of the labeled amount of benazepril hydrochloride (C N,O, - HCI) is dissolved.

24H28
duct complies to this test, the labeling indicates that the product meets USP Dissolution Test 2.

ratus 2, Standard solution, Sample solution, Chromatographic system, and Analysis: Proceed as directed in Dissolution
bile phase, System suitability solution, and System suitability: Proceed as directed in the Assay.

T 70% (Q) of the labeled amount of benazepril hydrochloride (C,,H,,N,O, - HCI) is dissolved.

«6E Units (905): Meet the requirements

le phase, System suitability solution, Sample solution, and System suitability: Proceed as directed in the Assay.
n: 0.006 mg/mL of USP Benazepril Related Compound C RS in Mobile phase

> system: Proceed as directed in the Assay, except for the Injection volume.

1e: 25 pL for System suitability solution; 80 pL for Standard solution and Sample solution

nle solution and Standard solution
: percentage of benazepril related compound C in the portion of Tablets taken:

Result = (r,/rg) x (C/C,) x 100
2ak response of benazepril related compound C from the Sample solution

2ak response of benazepril related compound C from the Standard solution

>ncentration of USP Benazepril Related Compound C RS in the Standard solution (mg/mL)
>minal concentration of benazepril hydrochloride in the Sample solution (mg/mL)

» percentage of any unspecified impurity in the portion of Tablets taken:

Result = (r /r,) x 100
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