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tast Sodium Tablets

im Tablets contain Montelukast Sodium equivalent to NLT 92.5% and NMT 107.5% of the labeled amount of montelukast

sure of samples containing montelukast to light.]

penTIFicATION TesTs (197), Ultraviolet-Visible Spectroscopy: 197U
)l and water (3:1)
n: 0.026 mg/mL of USP Montelukast Dicyclohexylamine RS in Diluent

 Nominally 0.02 mg/mL of montelukast prepared as follows. Transfer one Tablet equivalent to 10 mg of montelukast to a
etric flask, add 25% of the flask volume of water, and let stand for 5-10 min until the Tablet has disintegrated. Add 60% of
1e of methanol, shake well, and sonicate for 70 min with occasional shaking. Cool to room temperature, dilute with methanol

mix well. Centrifuge a portion of the resulting solution to obtain a clear solution.

le: 210-400 nm

rria: The Sample solution exhibits maxima only at the same wavelengths as the Standard solution.

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

)l and water (3:1)

(v/v) Trifluoroacetic acid in water
anol and acetonitrile (3:2)

2e Table 1.
Table 1

Time Solution A Solution B

(min) (%) (%)
0 48 52
5 45 55
12 45 55
22 25 75
23 25 75
25 48 52
30 48 52

n: 0.52 mg/mL of USP Montelukast Dicyclohexylamine RS in Diluent

'y solution: Transfer 10 mL of the Standard solution to a clear 10-mL volumetric flask, add 4 pL of hydrogen peroxide, and mix
ie flask for at least 4 h to ambient light or 10 min to a 4 kix cool white light. [Note—Montelukast is partially converted to the
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> system
aphy (621), System Suitability.)

55nm

m x 4-mm; packing L11

6-mm x 10-cm; 3-um packing L11

rature: 50°

nL/min

1e: 15 pL

1es the retention time of montelukast

y

dard solution, System suitability solution, and Sensitivity solution

tive retention times for the cis-isomer and montelukast are about 0.92 and 1.0, respectively.]
lirements

ILT 1.5 between the cis-isomer and montelukast, System suitability solution
dard deviation: NMT 2% for five injections, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of the labeled amount of montelukast (C35H360INO3S) in the portion of Tablets taken:

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

:oncentration of USP Montelukast Dicyclohexylamine RS in the Standard solution (mg/mL)

1ominal concentration of montelukast in the Sample solution (mg/mL)
nolecular weight of montelukast, 586.18

nolecular weight of montelukast dicyclohexylamine, 767.50

ria: 92.5%-107.5%

ESTS

(w/v) Sodium dodecyl sulfate in water; 900 mL. Do not deaerate.

0rpm

% (v/v) Trifluoroacetic acid in water

% (v/v) Trifluoroacetic acid in acetonitrile

Solution A and Solution B (1:1)

t solution: 0.35 mg/mL of USP Montelukast Dicyclohexylamine RS in methanol (equivalent to 0.27 mg/mL of montelukast)

ion: (L/900) mg/mL of montelukast in Medium from the Standard stock solution, where L is the label claim in mg/Tablet of

n: Pass a portion of the solution under test through a suitable filter or centrifuge to obtain a clear solution.
hic system
tography (621), System Suitability.)

389 nm
mm x 10-cm; 5-um packing L11
)erature: 50°
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