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2 from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-

cl-caps-20240628.

Irochloride Capsules contain NLT 90.0% and NMT 110.0% of the labeled amount of clomipramine hydrochloride (C._H CIN, -

19° 23

I time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:rum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

2.5 mL of acetic acid to 1 L of water. Adjust with “ammonia water, stronger , (RB 1-Jul-2024) to @ pH of 7.5.

onitrile, methanol, and 4tetrahydrofuran, stabilizer-free , (RB 1-Jul-2024) (80:15:5)

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0.0 65 35
2.0 65 35
5.0 50 50
11.0 20 80
14.0 20 80
14.1 65 35
18.0 65 35

1 A and acetonitrile (50:50)

ity solution: 0.2 mg/mL of USP Clomipramine Hydrochloride RS and 0.005 mg/mL of USP Clomipramine Related Compound

t
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254 nm. For Identification B, use a diode array detector in the range of 200-400 nm.
im x 10-cm; 1.7-pm packing L1

srature: 30°

mL/min

me: 2 L

ty

‘em suitability solution and Standard solution

)le 2 for relative retention times.]

uirements

NLT 2.0 between clomipramine and clomipramine related compound A, System suitability solution
1dard deviation: NMT 1.0%, Standard solution

1dard solution and Sample solution

e percentage of the labeled amount of clomipramine hydrochloride (C19H23CIN2 - HCI) in the portion of Capsules taken:

Result = (r /rg) x (C/C) x 100
ieak response from the Sample solution
ieak response from the Standard solution
:oncentration of USP Clomipramine Hydrochloride RS in the Standard solution (mg/mL)
iominal concentration of clomipramine hydrochloride in the Sample solution (mg/mL)
eria: 90.0%-110.0%

"ESTS

N hydrochloric acid 4 (rg 1-Jul-2024); 500 mL

50 rpm. With suitable sinkers, if needed.

tion: USP Clomipramine Hydrochloride RS in Medium
on: Pass the solution under test through a suitable filter and use the filtrate. Dilute with Medium, if necessary, to a

»n that is similar to the Standard solution.
sonditions

avelength: 252 nm

andard solution and Sample solution

the percentage of the labeled amount of clomipramine hydrochloride (C CIN, - HCI) dissolved:

19H23
Result = (A /Ag) x C;x D x V x (1/L) x 100

absorbance of the Sample solution
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