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stamine Hydrochloride

275.82
imethylphenethylamine hydrochloride;
thyl-1-phenylpropan-2-amine hydrochloride CAS RN®: 5411-22-3; UNII: 43DWT87QT7.

rdrochloride contains NLT 98.0% and NMT 102.0% of benzphetamine hydrochloride (C17H21N - HCI), calculated on the dried

i IpenmiFicaion Tests (197), Infrared Spectroscopy: 197A or 197K 4 (cN 1-May-2020)

time of the benzphetamine peak of the Sample solution corresponds to that of the System suitability solution, as obtained in
urity test.

lonobasic sodium phosphate in water
anitrile and Buffer (10:90)
Jnitrile and water (70:30)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
5 100 0
30 70 30
35 60 40
40 10 90
45 0 100
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> system
graphy (621), System Suitability.)

07 nm

m x 25-cm; 5-um packing L1
rature: 30°

nL/min

1e: 10 L

y

ard solution

lirements

= NMT 2.5

dard deviation: NMT 0.73%

dard solution and Sample solution

» percentage of benzphetamine hydrochloride (C._H, N - HCI) in the portion of Benzphetamine Hydrochloride taken:

1721

Result = (r,/r)) x (C/C ) x 100

aak response of benzphetamine from the Sample solution

2ak response of benzphetamine from the Standard solution

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

sncentration of Benzphetamine Hydrochloride in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the dried basis

{281): NMT 0.2%

A, Solution B, and Diluent: Prepare as directed in the Assay.

2e Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)
0 100 0
5 100 0
30 70 30
35 60 40
45 55 45
60 15 85
62 100 0
70 100 0

'y solution: 1 mg/mL of USP Benzphetamine Hydrochloride RS and 0.001 mg/mL each of USP Benzphetamine Related

S and USP Benzphetamine Related Compound F RS in Diluent
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