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an Tablets

5 contain an amount of Naratriptan Hydrochloride equivalent to NLT 90.0% and NMT 110.0% of the labeled amount of

1,,N.0,S).

g:

1ROMATOGRAPHIC IDENTIFICATION TEST (201)

1e chloride and methanol (1:1)

n: 1.0 mg/mL of USP Naratriptan Hydrochloride RS prepared as follows. Transfer 5.5 mg of USP Naratriptan Hydrochloride
flask, add 1 mL of water and gently shake. Add 4.5 mL of Diluent, and shake for 5 min. Centrifuge at 3000 rpm for 10 min,

igh a suitable filter of a 0.45-pym pore size.

. Transfer a number of Tablets equivalent to 5 mg of naratriptan to a 25-mL flask, add 1.0 mL of water to wet the tablets, and
) remove the Tablet film coating. Add 4.5 mL of Diluent, and shake for 5 min or until the Tablets have dispersed. Centrifuge at
0 min, and pass through a suitable filter of a 0.45-um pore size.

> system

graphy (621), General Procedures, Thin-Layer Chromatography)

‘5-mm layer of chromatographic silica gel mixture

vent system: Methylene chloride, alcohol, and triethylamine (10:2:1)

ard solution and Sample solution
wia: The R_value of the principal spot of the Sample solution corresponds to that of the Standard solution. 425 (usp41)

lhe retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 495

2 0.6 mL of phosphoric acid with water to 900 mL, and adjust with triethylamine to a pH of 2.5.

opropyl alcohol and Solution A (10:90)
'y solution: 0.7 mg/mL of USP Naratriptan Resolution Mixture RS in Mobile phase

olution: 0.2 mg/mL of USP Naratriptan Hydrochloride RS in 0.1 N sodium hydroxide

n: 0.02 mg/mL of USP Naratriptan Hydrochloride RS in Solution A from Standard stock solution
 Nominally (L/50) mg/mL of naratriptan, where L is the label claim in mg/Tablet, prepared as follows. Transfer 5 Tablets into

mL volumetric flask, add 30 mL of 0.1 N sodium hydroxide, and shake on a wrist-action shaker for at least 30 min. Sonicate
1 regular vigorous swirling of the flask. Add about 170 mL of Solution A. Allow to cool to room temperature and dilute with

>lume. Centrifuge a portion of this solution at 3500 rpm for about 10 min, and pass through a suitable filter of 0.45-pm pore
j the first 3 mL of the filtrate.
> system
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bility solution: 10 pL

ution: 50 pL

ed to contain 1 mg of naratriptan: 50 pL

ed to contain 2.5 mg of naratriptan: 20 pL

T 1.5 times of the retention time of naratriptan 425 (usp41)

y

am suitability solution and Standard solution

tive retention times for 3-(1-methylpiperidin-4-yl)-1H-indole (naratriptan related compound A), naratriptan, and naratriptan
ind B are 0.9, 1.0, and 1.1, respectively.]

lirements

LT 1.5 between naratriptan related compound A and naratriptan and between naratriptan related compound B and
, System suitability solution

dard deviation: NMT 1.5%, Standard solution

dard solution and Sample solution

: percentage of the labeled amount of naratriptan (C17H25N3OZS) in the portion of Tablets taken:

Result = (r,/r)) x (C/C,) x (M_/M ) x 100
reak response from the Sample solution
yeak response from the Standard solution

:oncentration of USP Naratriptan Hydrochloride RS in the Standard solution (mg/mL)

1ominal concentration of naratriptan in the Sample solution (mg/mL)
nolecular weight of naratriptan, 335.47

nolecular weight of naratriptan hydrochloride, 371.93

wria: 90.0%-110.0%

ESTS

ydrochloric acid; 500 mL, deaerated
) rpm

n: USP Naratriptan Hydrochloride RS in Medium
sonicate the Standard solution to dissolve. Dissolve USP Naratriptan Hydrochloride RS with Medium at about 37°.]
. Filter portions of the solution under test and dilute with Medium, if necessary.

iditions

Visible Spectroscopy (857).) a2s (Usp41)

elength: 226-236 nm

dard solution and Sample solution

1e labeled amount of naratriptan (C N3028) dissolved from the difference between the first derivative absorbance values

17H25
:ngths of maximum and minimum in the range from 226 to 236 nm on the Sample solution, suitably diluted with Medium, if
| comparison with the Standard solution.

80% (Q) of the labeled amount of naratriptan (C,,H,N.0,8S) is dissolved.

6t Units (905): Meet the requirements
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