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ide Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click
nf.com/rb-lacosamide-tabs-20220930.

ts contains NLT 90.0% and NMT 105.0% of the labeled amount of lacosamide (C,H,N,0,).

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

zetonitrile and water (13:87). To each liter add 0.75 mL of methanesulfonic acid.

nol and water (1.5: 98.5)

nol and water (50:50)

'y solution: 1 mg/mL of USP Lacosamide RS and 2.0 pg/mL each of USP Lacosamide Related Compound D RS and USP
2lated Compound F RS in Diluent 1

n: 1 mg/mL of USP Lacosamide RS in Diluent 1

lution: Nominally 2 mg/mL of lacosamide from Tablets (NLT 10) prepared as follows. Transfer the Tablets to an appropriate

k and add a suitable quantity of Diluent 2 to the flask. Shake for 30 min to disperse the Tablets. Dilute with water to volume,
) min, and let settle for 30 min.

- Nominally 1 mg/mL of lacosamide from Sample stock solution prepared as follows. Transfer a portion of Sample stock
ippropriate volumetric flask and dilute with water to volume to obtain a final composition that is the same as Diluent 1.
solution and use the supernatant.

> system

15 nm. For Identification A, use a diode array detector in the range of 230-300 nm.
m x 15-cm; 5-ym packing L7

2 10°

_/min

1e: 5L

2.5 times the retention time of lacosamide

y

am suitability solution and Standard solution

tive retention times for lacosamide related compound D, lacosamide related compound F, and lacosamide are 0.37, 0.47, and
yl

lirements

LT 1.5 between lacosamide related compound D and lacosamide related compound F, System suitability solution
't NMT 2, Standard solution

dard deviation: NMT 1.0%, Standard solution

Aard anlidian and Carsnla aalidian

Documents

Document Sharing Hub

Full document details: Lacosamide Tablets


https://www.uspnf.com/rb-lacosamide-tabs-20220930
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-3CCF3857-D58A-4474-9C58-309FDE54FD6E_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1357103
https://store.usp.org/product/1357147
https://store.usp.org/product/1357170
https://store.usp.org/product/1357170
https://store.usp.org/product/1357103
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D545A34C-B05B-4DC3-9C78-A3C83FCC9719_1_en-US
http://avadocuments2026.com/doc/lacosamide-tablets
http://avadocuments2026.com/doc/lacosamide-tablets

2ak response from the Standard solution

>ncentration of USP Lacosamide RS in the Standard solution (mg/mL)

»minal concentration of lacosamide in the Sample solution (mg/mL)
wia: 90.0%-105.0%

ESTS

ydrochloric acid VS; 900 mL

rpm with suitable sinker 4, if necessary, (rg 1-0ct-2022)

cetonitrile and water (30:70). To each liter add 1 mL of trifluoroacetic acid.

n: (L/900) mg/mL of USP Lacosamide RS in Medium, where L is the label claim in mg/Tablet
. Pass a portion of the solution under test through a suitable filter of suitable pore size.

> system

aphy (621), System Suitability.)

15nm
m x 5-cm; 3-um packing L1

:10°

_/min

1e: 2L

2.5 times the retention time of lacosamide
y

ard solution

lirements

* NMT 2

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of lacosamide (C13H18N203) dissolved:

Result = (r,/r)) x Cox V x (1/L) x 100
sak response from the Sample solution
2ak response from the Standard solution

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

>lume of Medium, 900 mL
bel claim (mg/Tablet)

80% (Q) of the labeled amount of lacosamide (C N,0O,) is dissolved.

13H18
6t Units (905): Meet the requirements

luent 1, Diluent 2, System suitability solution, Sample solution, and Chromatographic system: Proceed as directed in the

on: 0.001 mg/mL of USP Lacosamide RS in Diluent 1
n: 0.002 ma/mL of USP Lacosamide RS in Diluent 1
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