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= HCI

one, 2-[3-[4-(3-chlorophenyl)-1-piperazinyl)]propyl]-5-ethyl-2,4-dihydro-4-(2-phenoxyethyl)-, monohydrochloride;

aenyl)-1-piperazinyl]propyl]-3-ethyl-4-(2-phenoxyethyl)-A2-1,2,4-triazolin-5-one monohydrochloride

ienyl)piperazin-1-yl]propyl}-5-ethyl-4-(2-phenoxyethyl)-2,4-dihydro-3H-1,2,4-triazol-3-one  CAS RN®: 82752-99-6; UNII:

ichloride contains NLT 98.0% and NMT 102.0% of 4nefazodone hydrochloride o (USP 1-May-2021) (C,H.,CIN O, - HCI),

e dried basis.

peNTIFIcATION Tests (197), Infrared Spectroscopy: 197K

:sts—GeNerAL (191), Chemical Identification Tests, Chloride

10 mg/mL in methanol
ria: Meets the requirements

25 32

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4 usp

7 g/L of ammonium acetate in water. Adjust with triethylamine to a pH of 7.10 + 0.05, and degas.

anitrile (degassed)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 50 50
10 45 55
16 35 65
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solution: 0.1 mg/mL of USP Nefazodone Related Compound A RS and USP Nefazodone Related Compound B RS in Diluent
'y stock solution: 0.1 mg/mL of USP Nefazodone Hydrochloride RS in Diluent
y solution: 5 pg/mL each of USP Nefazodone Related Compound A RS and USP Nefazodone Related Compound B RS from

stock solution in the System suitability stock solution
n: 0.5 mg/mL of USP Nefazodone Hydrochloride RS in Diluent
: 0.5 mg/mL of Nefazodone Hydrochloride in Diluent

> system
graphy (621), System Suitability.)

50 nm

m x 25-cm; 5-uym packing L1

nL/min

1e: 10 L

y

>m suitability solution and Standard solution

le 2 for the relative retention times.]

lirements

LT 4.0 between nefazodone related compound A and nefazodone; NLT 1.5 between nefazodone and nefazodone related
B, System suitability solution

dard deviation: NMT 0.73% for nefazodone, Standard solution

dard solution and Sample solution

: percentage of nefazodone hydrochloride (CZSHSZCINSO2 -HCI) in the portion of Nefazodone Hydrochloride taken:

Result = (r /r)) x (C/C ) x 100
aak response of nefazodone from the Sample solution

2ak response of nefazodone from the Standard solution

»ncentration of USP Nefazodone Hydrochloride RS in the Standard solution (mg/mL)
>ncentration of Nefazodone Hydrochloride in the Sample solution (mg/mL) 4 (usP 1-May-2021)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

ution B, Mobile phase, Diluent, Impurities stock solution, and Chromatographic system: Proceed as directed in the Assay. 4

)

olution: 0.1 mg/mL of USP Nefazodone Hydrochloride RS in Diluent

y solution: 5 pg/mL each of USP Nefazodone Related Compound A RS and USP Nefazodone Related Compound B RS from
stock solution in the Standard stock solution

n: 40.001 mg/mL4 (usP 1-May-2021) €ach of AuSP Nefazodone Hydrochloride RS, 4 (UsP 1-May-2021) USP Nefazodone Related

'S, and USP Nefazodone Related Compound B RS from the Standard stock solution and the Impurities stock solution in Diluent
1 mg/mL of Nefazodone Hydrochloride in Diluent

'021)

y

am suitability solution and Standard solution

le 2 for the relative retention times.]

lirements

ILT 4.0 between nefazodone related compound A and nefazodone; 4, (USP 1-May-2021) NLT 1.5 between nefazodone A (UsP
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