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HCI
/""\N/CHii
H

291.82
line, N-methyl-y-(2-methylphenoxy)-, hydrochloride, (-);
1yl-3-(o-tolyloxy)propylamine hydrochloride;
023) N-Methyl-3-phenyl-3-(2-tolyloxy)propylamine hydrochloride CAS RN®: 82248-59-7; UNII: 57WVB6I2WO.

cchloride contains NLT 98.0% and NMT 102.0% of atomoxetine hydrochloride (C17H21N0 - HCI), calculated on the dried basis.

pENTIFICATION TesTs (197), Infrared Spectroscopy: 197K
time of the major peak of the Sample solution corresponds to that of the atomoxetine R-isomer from the System suitability

ad in the test for Organic Impurities, Procedure 2.
:sts—GeneraL (191), Chemical Identification Tests, Chloride: Meets the requirements

J/L of potassium hydroxide in water

f phosphoric acid in water. Adjust with Solution A to a pH of 2.5. To 1 L of this solution add 5.9 g of octanesulfonic acid
anohydrate.
Propyl alcohol and Buffer (27:73). [Note—The ratio of n-propyl alcohol in Buffer can be varied between 26:74 and 29:71 to

uitability requirements.]

iy solution: 0.1 mg/mL of USP Mandelic Acid RS, 0.15 mg/mL of USP Atomoxetine Related Compound A RS, and 0.25
Atomoxetine Hydrochloride RS in Mobile phase

n: 0.25 mg/mL of USP Atomoxetine Hydrochloride RS in Mobile phase. Sonication may be used to aid in dissolution.

:0.25 mg/mL of Atomoxetine Hydrochloride in Mobile phase. Sonication may be used to aid in dissolution.
> system

15nm

m x 15-cm; 3.5-ym packing L7

rature: 40°

_/min

1e: 10 pL

1.3 times the retention time of atomoxetine
y

>m suitability solution and Standard solution
le 1 for the relative retention times.]
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Result = (r,/r)) x (C/C ) x 100
aak response of atomoxetine from the Sample solution
2ak response of atomoxetine from the Standard solution

>ncentration of USP Atomoxetine Hydrochloride RS in the Standard solution (mg/mL)

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

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

. PROCEDURE 1

1to perform Organic Impurities, Procedure 1 and Organic Impurities, Procedure 2.]
1ase, and System suitability solution: Prepare as directed in the Assay.

on: 0.0013 mg/mL of USP Atomoxetine Hydrochloride RS in Mobile phase

n: 0.0025 mg/mL of USP Atomoxetine Hydrochloride RS in Mobile phase

: 2.5 mg/mL of Atomoxetine Hydrochloride in Mobile phase

3 system: Proceed as directed in the Assay, except for Run time.

2.6 times the retention time of atomoxetine

y

am suitability solution, Sensitivity solution, and Standard solution

le 1 for the relative retention times.]

lirements

LT 5.0 between mandelic acid and atomoxetine related compound A, System suitability solution
» NMT 1.5 for atomoxetine, System suitability solution

dard deviation: NMT 5%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of any individual impurity in the portion of Atomoxetine Hydrochloride taken:

Result = (r /r)) x (C/C ) x 100
2ak response of each individual impurity from the Sample solution
2ak response of atomoxetine from the Standard solution
»ncentration of USP Atomoxetine Hydrochloride RS in the Standard solution (mg/mL)
»ncentration of Atomoxetine Hydrochloride in the Sample solution (mg/mL)

ria: See Table 1. The reporting threshold is 0.05%.

Table 1
Relative Acceptance

Retention Criteria,

Name Time NMT (%)
bl 0.20 0.10
related compound A 0.27 0.10
omoxetined 0.73 0.3
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