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ine Pamoate Capsules

ate Capsules contain imipramine pamoate [(C

N, - HC).

Nz)z -C,H_ 0 ] equivalent to NLT 90.0% and NMT 110.0% of the labeled

19H24 23 16 6

ramine hydrochloride (C, H,,

I time of the imipramine peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:rum of the imipramine peak of the Sample solution corresponds to that of the System suitability solution, as obtained in the
purities.

»f dibasic potassium phosphate in water

etonitrile, (grR 1-May-2019) @nd Buffer (15:85). Adjust with phosphoric acid to a pH of 8.0.

etonitrile, (ErR 1-May-2019) @nd Buffer (38:62). Adjust with phosphoric acid to a pH of 8.0.

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 90 10
10 70 30
20 35 65
30 35 65
31 90 10
35 90 10

nitrile o (ERR 1-May-2019) @nd water (75:25)

solution: 0.75 mg/mL of USP Imipramine Pamoate RS in Diluent
n: 0.23 mg/mL of USP Imipramine Pamoate RS (equivalent to 0.15 mg/mL of imipramine hydrochloride) from the Standard

in Solution A. Pass a portion through a suitable filter of 0.45-um pore size. Use the filtrate.
dlution: Transfer the contents of Capsules (NLT 5) into a suitable volumetric flask, and add the corresponding Capsule shells.
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269 nm

im x 15-cm; 5-um packing L1

.emperature: 10°

mL/min

me: 20 pL

ty

lard solution

itive retention times for pamoic acid and imipramine are 0.3 and 1.0, respectively.]
uirements

NLT 2.0 between pamoic acid and imipramine
r: NMT 2.0 for imipramine

1dard deviation: NMT 2.0% for imipramine

1dard solution and Sample solution

e percentage of the labeled amount of imipramine hydrochloride (C N, - HCI) in the portion of Imipramine Pamoate

19H24
taken:

Result = (r /r)) x (C/C ) x M x (M _/M )] x 100
peak area of imipramine from the Sample solution
peak area of imipramine from the Standard solution

concentration of USP Imipramine Pamoate RS in the Standard solution (mg/mL)

equivalent concentration of imipramine hydrochloride in the Sample solution (mg/mL)

number of moles of imipramine hydrochloride equivalent to each mole of imipramine pamoate, 2

molecular weight of imipramine hydrochloride, 316.87
molecular weight of imipramine pamoate, 949.18
eria: 90.0%-110.0%

'ESTS

1.1 N hydrochloric acid; 900 mL
: 100 rpm
1d 90 min

1.1 N hydrochloric acid with 0.3% purified pepsin; 900 mL
: 100 rpm
1d 90 min
- of dibasic potassium phosphate in water
Acetonitrile, triethylamine, and Buffer (400:5:600). Adjust with phosphoric acid to a pH of 8.0.
stonitrile and water (75:25)
1 g/L of monobasic potassium phosphate and 3 g/L of sodium hydroxide. Adjust with 1 N sodium hydroxide or 1 N
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\

on: Nominally equivalent to about 0.025 mg/mL of imipramine hydrochloride prepared from the Sample stock solution in

a suitable volumetric flask

ocedure: Perform the test using the conditions under Tier 7. In the presence of cross-linking, repeat the test with a new set of
iing the conditions under Tier 2.

»hic system

atography (621), System Suitability.)

/252 nm

-mm x 25-cm; 5-um packing L1
s

ler: 10°

30°

2 mL/min

ume: 50 pL

ility

ndard solution

:quirements

stor: NMT 2.0

tandard deviation: NMT 2.0%

andard solution and Sample solution

the percentage of the labeled amount of imipramine hydrochloride (C N, - HCI) dissolved at each time point (i):

19H24
Result, = (r/r)) x Cox [Mx (M_/M_)] x D x V x (1/L) x 100
= peak area of imipramine from the Sample solution at each time point

= peak area of imipramine from the Standard solution

= concentration of USP Imipramine Pamoate RS in the Standard solution (mg/mL)

= number of moles of imipramine hydrochloride equivalent to each mole of imipramine pamoate, 2

= molecular weight of imipramine hydrochloride, 316.87
= molecular weight of imipramine pamoate, 949.18

= dilution factor of the Sample solution
= volume of Medium 7 or Medium 2, 900 mL

= label claim (mg/Capsule)

2e Table 2.
Table 2
Time Point Time Amount Dissolved
() (min) NLT (%)
1 30 40
2 90 75
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