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ane-7,9-dione, 8-[4-[4-(2-pyrimidinyl)-1-piperazinyl]butyl]-, monohydrochloride;

yl)-1-piperazinyl]butyl]-1,1-cyclopentanediacetamide monohydrochloride CAS RN®: 33386-08-2; UNII: 207LT9J90C.

1loride contains NLT 97.5% and NMT 102.5% of buspirone hydrochloride (Cz1H31N502- HCI), calculated on the as-is basis.

: IpEnTiFicaTION TEsTs (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sts—GEeNERAL, Chloride(191),

10 mg/mL in water

rria: Meets the requirements

of monobasic potassium phosphate and 0.93 g/L of sodium 1-hexanesulfonate monohydrate. Adjust with phosphoric acid

of monobasic potassium phosphate and 3.52 g/L of sodium 1-hexanesulfonate monohydrate. Adjust with phosphoric acid

onitrile and Buffer A (5:95)
dnitrile and Buffer B (75:25)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 90 10
6 90 10
34 42 58
45 42 58
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A
solution: 0.25 mg/mL each of USP Buspirone Related Compound A RS, USP Buspirone Related Compound G RS, USP
ited Compound K RS, USP Buspirone Related Compound L RS, and USP Buspirone Related Compound N RS in acetonitrile

y solution: 1.0 mg/mL of USP Buspirone Hydrochloride RS and 0.001 mg/mL each of USP Buspirone Related Compound A
‘one Related Compound G RS, USP Buspirone Related Compound K RS, USP Buspirone Related Compound L RS, and USP
ited Compound N RS in Diluent, from Impurities stock solution

n: 0.1 mg/mL of USP Buspirone Hydrochloride RS in Diluent
0.1 mg/mL of Buspirone Hydrochloride in Diluent

> system

40 nm

m x 15-cm; 5-um packing L1

rature: 40°

_/min

1e: 20 L

y

>m suitability solution and Standard solution
lirements

LT 2.0 between buspirone and buspirone related compound G peaks, System suitability solution
'* NMT 1.5, Standard solution

dard deviation: NMT 0.92%, Standard solution

dard solution and Sample solution

: percentage of buspirone hydrochloride (C21H31N502 - HCI) in the portion of Buspirone Hydrochloride taken:

Result = (r /r)) x (C/C ) x 100
2ak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Buspirone Hydrochloride RS in the Standard solution (mg/mL)
sncentration of Buspirone Hydrochloride in the Sample solution (mg/mL)

ria: 97.5%-102.5% on the as-is basis

(281): NMT 0.5%

B, Solution A, Solution B, Mobile phase, Diluent, Impurities stock solution, and System suitability solution: Proceed as
Assay.

n: 0.001 mg/mL each of USP Buspirone Hydrochloride RS, USP Buspirone Related Compound A RS, USP Buspirone Related
'S, USP Buspirone Related Compound K RS, USP Buspirone Related Compound L RS, and USP Buspirone Related Compound

: 1.0 mg/mL of Buspirone Hydrochloride in Diluent
> system

10 and 240 nm

m x 15-cm; 5-um packing L1
rature: 40°

_/min

1e: 20 uL

b
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