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liamine, 6-(2,3-dichlorophenyl);
-dichlorophenyl)-as-triazine CAS RN®: 84057-84-1; UNII: U3H27498KS.

ins NLT 98.0% and NMT 102.0% of CgH7CI2N5, calculated on the dried basis.

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

5 mL of hydrochloric acid with water to 1 L (0.1 M hydrochloric acid).
f monobasic potassium phosphate in water
wylamine and Buffer (1:150). Adjust with phosphoric acid to a pH of 2.0.

Jnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 76.5 23.5
4 76.5 23.5
14 20 80
15 76.5 23.5
19 76.5 23.5

n: 0.2 mg/mL of USP Lamotrigine RS prepared as follows. Transfer the required amount of USP Lamotrigine RS to a suitable
k, and add 5% of the final volume with methanol to facilitate dissolution. Dilute with Diluent to volume.

: 0.2 mg/mL of Lamotrigine prepared as follows. Transfer the required amount of lamotrigine to a suitable volumetric flask,
the final volume with methanol to facilitate dissolution. Dilute with Diluent to volume.
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y

ard solution

lirements

= NMT 1.5

dard deviation: NMT 1.5%

dard solution and Sample solution
: percentage of lamotrigine (C,H,CI,N ) in the portion of Lamotrigine taken:

Result = (r /r)) x (C/C ) x 100
aak response from the Sample solution

2ak response from the Standard solution

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

sncentration of Lamotrigine in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%
IE RELATED ComPounD B

A, and Sample solution: Prepare as directed in the Assay.

>etonitrile and Solution A (35:65)

y stock solution: 0.2 mg/mL of USP Lamotrigine RS prepared as follows. Transfer the required amount of USP Lamotrigine

2 volumetric flask, and add 5% of the final volume with methanol to facilitate dissolution. Dilute with Diluent to volume.
olution: 0.07 mg/mL of USP Lamotrigine Related Compound B RS prepared as follows. Transfer the required amount of USP

:lated Compound B RS to a volumetric flask. Add 80% of the flask volume of methanol, and acidify with 1% of the flask

‘ochloric acid. Allow to cool, and dilute with methanol to volume. Dilute a portion of this solution with Diluent.

y solution: 1 pg/mL of lamotrigine related compound B from the Standard stock solution in System suitability stock solution
n: 5 pg/mL of lamotrigine related compound B from the Standard stock solution in Diluent

3 system

aphy (621), System Suitability.)

10 nm

m x 15-cm; 5-um packing L1

rature: 35°

_/min

10 L

1es the retention time of lamotrigine related compound B

y

n suitability solution

the peaks in the System suitability solution, taking into account that lamotrigine is unretained, eluting at or near the solvent

lirements
2 NMT 2.0 for the lamotrigine related compound B peak
dard deviation: NMT 5.0% for the lamotrigine related compound B peak

dJard solution and Sample solution
» percentage of lamotrigine related compound B in the portion of Lamotrigine taken:

Result = (r /ry) x (C,/C,) x 100

aak response for lamotrigine related compound B from the Sample solution
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