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s contain NLT 90.0% and NMT 110.0% of the labeled amount of lamotrigine (C,H,CLN,).

iIpenmiFicaion Tests (197), Ultraviolet-Visible Spectroscopy: 197U 4 (cN 1-Mav-2020)

n: 0.02 mg/mL of USP Lamotrigine RS in 0.01 N hydrochloric acid
:0.02 mg/mL of lamotrigine from crushed powdered Tablets in 0.01 N hydrochloric acid

ria: The spectra of the Standard solution and Sample solution exhibit maxima and minima at the same wavelengths.
time of the lamotrigine peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

f ammonium acetate. Adjust with glacial acetic acid to a pH of 4.5.

ethanol and Buffer (60:40)

n: 0.05 mg/mL of USP Lamotrigine RS in Mobile phase

. Transfer an amount equivalent to 100 mg of lamotrigine from a portion of crushed Tablets (NLT 20) to a suitable volumetric

a nominal concentration of lamotrigine of 1.0 mg/mL. Dissolve in 70% of the flask volume of Mobile phase by sonicating for
with Mobile phase to volume. Centrifuge the solution. Quantitatively dilute a suitable volume of centrifugate with Mobile

1 a nominal concentration of 0.05 mg/mL of lamotrigine.

> system

aphy (621), System Suitability.)

10 nm

m x 15-cm; 5-pm packing L1

_/min

10 L

y

ard solution

lirements

'* NMT 2.0 for lamotrigine

dard deviation: NMT 2.0% for lamotrigine

dard solution and Sample solution

: percentage of the labeled amount of lamotrigine (C9H7C|2N5) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
2ak response from the Sample solution
2ak response from the Standard solution

»ncentration of USP Lamotrigine RS in the Standard solution (mg/mL)

>minal concentration of lamotrigine in the Sample solution (mg/mL)
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0rpm

ie amount of lamotrigine (C,H,CIN,) dissolved by using one of the following methods.

method
ck solution: 0.15 mg/mL of USP Lamotrigine RS in Medium prepared as follows. Dissolve a suitable quantity in 5% of the
1e of methanol, then dilute with Medium to volume.

ution: Dilute the Standard stock solution with Medium to obtain a final concentration of 0.028 mg/mL.
ion: Pass a portion of the solution under test through a suitable filter of 0.45-pym pore size. Dilute with Medium according to

Table 1
Tablet Volume of Volume of Final
Label Claim Sample Volumetric Concentration

(mg) (mL) Flask (mg/mL)

25 - - 0.028

100 5.0 20 0.029

150 4.0 25 0.027

200 3.0 25 0.027

conditions
iolet-Visible Spectroscopy (857).)

wavelength: 267 nm
Jium

he percentage of the labeled amount of lamotrigine (C9H7CI2N5) dissolved:
Result = (A /A)) x (C/L) x D xV x 100

absorbance of the Sample solution

absorbance of the Standard solution

concentration of the Standard solution (mg/mL)

label claim (mg/Tablet)
dilution factor of the Sample solution
volume of Medium, 900 mL

hic method

lobile phase: Prepare as directed in the Assay.

ck solution: 0.5 mg/mL of USP Lamotrigine RS in Medium, prepared as follows. Dissolve a suitable quantity in 15% of the
1e of methanol, then dilute with Medium to volume.

ution: (L/1000) mg/mL of USP Lamotrigine RS from the Standard stock solution in Medium, where L is the label claim in

ion: Pass a portion of the solution under test through a suitable filter of 0.45-pym pore size.
phic system
1atography (621), System Suitability.)

.6-mm x 15-cm; 5-um packing L1
JV 310 nm
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