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e Hydrochloride Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click
inf.com/rb-buspirone-hcl-tabs-20210528.

1loride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of buspirone hydrochloride (CmH31 N0, HCI).

penTIFicATioN Tests (197), Infrared Spectroscopy: 197K
) Tablets to a fine powder, add 50 mL of chloroform, stir for 3—5 min, and filter into a 250-mL evaporating flask. Evaporate the
1e aid of a rotary evaporator to dryness at low heat. Use the residue.

ria: Meet the requirements
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

of monobasic potassium phosphate and 0.93 g/L of sodium 1-hexanesulfonate monohydrate, adjusted with phosphoric

3.4
of monobasic potassium phosphate and 3.52 g/L of sodium 1-hexanesulfonate monohydrate, adjusted with phosphoric
2.2

anitrile and Buffer A (5:95)
anitrile and Buffer B (75:25)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 90 10
6 90 10
34 42 58
45 42 58
55 0 100
56 100 0
60 100 0
61 90 10
A

solution: 0.25 mg/mL each of USP Buspirone Related Compound A RS, USP Buspirone Related Compound G RS, USP
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ion to cool to room temperature, and then dilute with Diluent to volume. Centrifuge the solution and filter the supernatant.
he filtrate with Diluent as needed.

> system

aphy (621), System Suitability.)

40 nm

m x 15-cm; 5-ym packing L1

rature: 40°

_/min

1e: 20 L

y

am suitability solution and Standard solution
lirements

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

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution

» percentage of the labeled amount of buspirone hydrochloride (Cz1H31N502 - HCI) in the portion of Tablets taken:

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

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

sminal concentration of buspirone hydrochloride in the Sample solution (mg/mL)
wia: 90.0%-110.0%

ESTS

hydrochloric acid; 500 mL

rpm Awith suitable sinker, if needed, (rg 1-Jun-2021)

. Filter a portion of the solution under test, and dilute with Medium as needed.
n: USP Buspirone Hydrochloride RS in Medium having a concentration similar to that expected in the Sample solution

ditions
elength: Maximum at about 235 4or 237, (RB 1-Jun-2027) NM

nle solution and Standard solution

: percentage of the labeled amount of buspirone hydrochloride (C21H31N502 - HCI) dissolved:

Result = (A /A) x C x Vx (1/L) x 100
asorbance of the Sample solution
ssorbance of buspirone hydrochloride from the Standard solution

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

slume of Medium, 500 mL
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