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1e Hydrochloride Tablets

‘hloride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of naltrexone hydrochloride (Con23N04' HCI).

y19) The retention time of the naltrexone peak of the Sample solution corresponds to that of the Standard solution, as

say.

strum of the naltrexone peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4

slve about 1.08 g of sodium 1-octanesulfonate and about 23.8 g of sodium acetate in 800 mL of water. Add 1.0 mL of

nd 200 mL of methanol, and adjust with glacial acetic acid to a pH of 6.5+ 0.1.
»lve about 1.08 g of sodium 1-octanesulfonate and about 23.8 g of sodium acetate in 400 mL of water. Add 1.0 mL of
nd 600 mL of methanol, and adjust with glacial acetic acid to a pH of 6.5+ 0.1.

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
35 0 100
36 100 0
53 100 0

n: 2.25 mg/mL of USP Naltrexone RS prepared as follows. Transfer an amount of USP Naltrexone RS to a suitable volumetric
of the final volume of methanol and 6% of the final volume of 0.1 N hydrochloric acid, and dissolve by swirling. Dilute with

ric acid to volume.

y stock solution: 0.3 mg/mL of USP Naltrexone Related Compound A RS prepared as follows. Transfer a quantity of USP

ated Compound A RS to a suitable volumetric flask, add 30% of the final volume of methanol, and dissolve by swirling. Dilute
sphoric acid to volume.
y solution: 1.125 mg/mL of USP Naltrexone RS and 0.015 mg/mL of USP Naltrexone Related Compound A RS prepared as

‘er suitable volumes of System suitability stock solution and Standard solution to an adequate volumetric flask, and dilute with
ric acid to volume.

: Nominally 2.5 mg/mL of naltrexone hydrochloride in 0.1 M phosphoric acid prepared as follows. Transfer NLT 20 Tablets to
ier, and determine the average Tablet weight. Grind the Tablets to a homogeneous mixture. Transfer a portion of the
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m x 15-cm; 44-um, (ysp 1.aug-2019) Packing L1

_/min

1e: 20 L

Yy

ndard solution and, (usp 1-aug-2019) System suitability solution

tive retention times for 4naltrexone and naltrexone related compound A are 1.0 and 1.26, respectively. (USP 1,Aug_2019)]
lirements

ILT 2.0 between naltrexone and naltrexone related compound A, 4System suitability solution , (USP 1-Aug-2019)
= NMT 1.4, ‘Standard SOIUtiOﬂA (USP 1-Aug-2019)

dard deviation: NMT 2.0%, AStandard solution 5 (USP 1-Aug-2019)

dard solution and Sample solution

: percentage of the labeled amount of naltrexone hydrochloride (Con23N04 - HCI) in the portion of Tablets taken:

Result = (r,/r)) x (C/C,) x (M_/M ) x 100
yeak response of naltrexone from the Sample solution
reak response of naltrexone from the Standard solution
:oncentration of USP Naltrexone RS in the Standard solution (mg/mL)
1ominal concentration of naltrexone hydrochloride in the Sample solution (mg/mL)

nolecular weight of naltrexone hydrochloride, 377.86

nolecular weight of naltrexone, 4341.41, (USP 1-Aug-2019)
wria: 90.0%—-110.0%

ESTS

200 mL
rpm

n: A known concentration of USP Naltrexone RS in Medium

. Pass a portion of the solution under test through a suitable filter.

1osphate buffer (Dissolve 7.0 g of monobasic sodium phosphate in 1 L of water.)

ix 600 mL of Buffer, 1.1 g of sodium 1-octane sulfonate monohydrate, and 400 mL of methanol. Adjust with dilute sodium
pH of 6.7 £ 0.05.

> system

aphy (621), System Suitability.)

80 nm

m x 15-cm; packing L1

45°

_/min

1e: 100 pL

y

ard solution

lirements

dard deviation: NMT 2.0%
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