| on 15-Feb-2025

of 01-May-2020

onographs
-COBD-455F-BEFD-BB1999EF680C_4_en-US
31003/USPNF_M40100_04_01

ine Pamoate

CH,
,L 0  OH OH 0
< ch,

@ JC

.0, 949.18

xylic acid, 4,4-methylenebis[3-hydroxy-, compd. with 5H-dibenz[b,flazepine-5-propanamine, 10,11-dihydro-N,N-dimethyl-, 2-

no)propyl]-10,11-dihydro-5H-dibenz[b,flazepine compound (2:1) with 4,4-methylenebis(3-hydroxy-2-naphthoic acid);
sH-dibenzolb,flazepin-5-yl)-N,N-dimethylpropan-1-amine 4,4-methylenebis(3-hydroxy-2-naphthoate) salt (2:1) CAS RN®:
MC34P30298.

06], calculated on anhydrous basis.

ate contains NLT 98.0% and NMT 102.0% of imipramine pamoate [(CWHMNZ)2 "CH,,

1 times of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

»f dibasic potassium phosphate in water
:onitrile and Buffer (15:85). Adjust with phosphoric acid to a pH of 8.0.
onitrile and 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
an 2k aE
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trile and water (75:25)
solution: 2 mg/mL of USP Imipramine Pamoate RS in Diluent
in: 0.2 mg/mL of USP Imipramine Pamoate RS from Standard stock solution in Solution A

dlution: 2 mg/mL of Imipramine Pamoate in Diluent

12 0.2 mg/mL of Imipramine Pamoate from Sample stock solution in Solution A
ic system

raphy (621), System Suitability.)

269 nm

im x 15-cm; 5-um packing L1

.emperature: 10°

mL/min

me: 20 pL

ty

lard solution

imate relative 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 1.8 for imipramine

1dard deviation: NMT 2.0% for imipramine

1dard solution and Sample solution

e percentage of imipramine pamoate [(C N,), - C,.H, 0 in the portion of Imipramine Pamoate taken:

19H24 23 16 6
Result = (r/r)) x (C/C) x 100
ieak response of imipramine from the Sample solution

ieak response of imipramine from the Standard solution

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

:oncentration of Imipramine Pamoate in the Sample solution (mg/mL)

eria: 98.0%—-102.0% on the anhydrous basis

1(281): NMT 0.10%
»f dibasic potassium phosphate in water

:onitrile and Buffer (38:62). Adjust with phosphoric acid to a pH of 7.9.
.onitrile and Buffer (70:30). Adjust with phosphoric acid to a pH of 6.0.

ee Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)
0 100 0
15 100 0
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