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ifaxine Fumarate

), H,0 397.46

), 379.45

acid, compound with 4-[2-(dimethylamino)-1-(1-hydroxycyclohexyl)ethyllphenol (1:1), monohydrate;
no)-1-(4-hydroxyphenyl)ethyllcyclohexanol hydrogen (E)-but-2-enedioate monohydrate CAS RN®: 313471-75-9; UNII:

IN®: 93414-04-1; UNII: ATX24E9MS6L.

imarate contains NLT 98.0% and NMT 102.0% of desvenlafaxine fumarate (C

c IoenmiFicaTion Tests (197), Infrared Spectroscopy: 197K or 197A, (ERR 1-0ct-2020)

NO, - C,H,0,), calculated on the anhydrous

1 times of the desvenlafaxine and fumaric acid peaks of the Sample solution correspond to those of the Standard solution, as

isay.

liter of water, add 1 mL of triethylamine and adjust with phosphoric acid to a pH of 3.0.

:onitrile and Buffer (10:90)
.onitrile and Buffer (60:40)

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 80 20
4 70 30
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1 A and Solution B (50:50)

n: 0.05 mg/mL of USP Desvenlafaxine Fumarate RS in Diluent. Sonication may be used to promote dissolution.

12 0.05 mg/mL of Desvenlafaxine Fumarate in Diluent. Sonication may be used to promote dissolution.

ic system
raphy (621), System Suitability.)

225 nm

im x 15-cm; 1.7-pm packing L1
srature: 55°

mL/min

me: 1 pL

ity

lard solution

itive retention times for fumaric acid and desvenlafaxine are 0.48 and 1.0, respectively.]

uirements
r: NMT 2.5
1dard deviation: NMT 1.0%

1dard solution and Sample solution

e percentage of desvenlafaxine fumarate (C16H25

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

ieak response of desvenlafaxine from the Sample solution

ieak response of desvenlafaxine from the Standard solution

:oncentration of USP Desvenlafaxine Fumarate RS in the Standard solution (mg/mL)

:oncentration of Desvenlafaxine Fumarate in the Sample solution (mg/mL)

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

1(281): NMT 0.1%

b

A, Solution B, Diluent, and Chromatographic system: Proceed as directed in the Assay.

NO, - C4H4O4) in the portion of Desvenlafaxine Fumarate taken:

ee Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)
0 95 5
5 90 10
15 55 45
27 50 50
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