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sompd. with 2-chloro-11-(4-methyl-1-piperazinyl)dibenz[b,f][1,4]oxazepine (1:1);

thyl-1-piperazinyl)dibenz[b,fl[1,4]oxazepine succinate (1:1) CAS RN®: 27833-64-3; UNII: X59SGOMRYU.

e contains NLT A980%A (USP 1-Aug-2022) and NMT A1 OZO%A (USP 1-Aug-2022) of IOXapine succinate (C

e dried basis.

g.

: IenTiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U

120 pg/mL in 0.07 N hydrochloric acid, (usp 1-aug-2022)

16H15CIN;0 - C,H.O)),

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

of ammonium acetate in water. Adjust with 20% acetic acid or 6 N ammonium hydroxide to a pH of 7.3.

r

dnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 70 30
1 70 30
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Time Solution A Solution B
(min) (%) (%)

25 70 30

rile and Buffer (70:30)
'y solution: 0.3 mg/mL of USP Loxapine Succinate RS and 0.45 pg/mL of USP Loxapine Related Compound A RS in Diluent

n: 0.3 mg/mL of USP Loxapine Succinate RS in Diluent
: 0.3 mg/mL of Loxapine Succinate in Diluent

> system

54 nm

m x 10-cm; 2.7-ym packing L1

rature: 35°

nL/min

1e: 10 L

y

>m suitability solution and Standard solution

le 2 for the relative retention times.]
lirements

LT 2.0 between loxapine and loxapine related compound A, System suitability solution
'* NMT 2.0, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution
: percentage of loxapine succinate (C18H1BCIN30 : C4H604) in the portion of Loxapine Succinate taken:

Result = (r /r)) x (C/C ) x 100
aak response of loxapine from the Sample solution
2ak response of loxapine from the Standard solution
»ncentration of USP Loxapine Succinate RS in the Standard solution (mg/mL)

>ncentration of Loxapine Succinate in the Sample solution (mg/mL) , (USP 1-Aug-2022)

ria: A98.0%—1 OZ-O%A (USP 1-Aug-2022) on the dried basis

(281): NMT 0.1%

phase, Diluent, System suitability solution, Sample solution, and Chromatographic system: Proceed as directed in the

n: 0.3 ug/mL each of USP Loxapine Succinate RS and USP Loxapine N-Oxide RS in Diluent, (ysp 1-aug-2022)
y
stem suitability solution and 4 (usp 1-Aug-2022) Standard solution

ble 2 for the relative retention times.] s (Usp 1-Aus-2022)

lirements

ILT 2.0 between loxapine 4 , (USP 1-Aug-2022) @nd loxapine related compound A, Asystem suitability solution 5 (USP 1-Aug-2022)
dard deviation: NMT 5.0% 4for loxapine N-oxide and loxapine, 5 (USP 1-Aug-2022) Standard solution

oise ratio: NLT 10 for loxapine N-oxide, Standard solution 4 (ysp 1-Aug-2022)
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