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imide Capsules

isules contain NLT 92.0% and NMT 108.0% of the labeled amount of methsuximide (C,,H, ,NO,).

iIpenmiFicaion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

srtion of the content of Capsules, equivalent to 200 mg of methsuximide with 25 mL of water in a separator, extract with 50
d discard the aqueous layer. Wash the ether extract with 25 mL of water, and discard the water. Filter the extract, evaporate
a current of warm air to dryness, and dry the methsuximide over phosphorus pentoxide for 16 h.

ria: Meet the requirements

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

setonitrile and water (45:55). Filter, and degas.
n: 0.6 mg/mL of USP Methsuximide RS in Mobile phase
lution: Place 10 Capsules in a 500-mL volumetric flask, and add 280 mL of water. Sonicate in a water bath at 40°-50°, with

iking, until the Capsules have broken, and cool to room temperature. Dilute with acetonitrile to volume, mix, and filter.
: Nominally 0.6 mg/mL of methsuximide prepared from Sample stock solution in Mobile phase

> system

aphy (621), System Suitability.)

54 nm

m x 30-cm; packing L1

_/min

1e: 20 L

y

ard solution

lirements

iency: NLT 2100 theoretical plates
dard deviation: NMT 1.5%

dard solution and Sample solution

s percentage of the labeled amount of methsuximide (C,,H,,NO,) in the portion of Capsules taken:

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

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

»minal concentration of methsuximide in the Sample solution (mg/mL)
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line the percentage of the labeled amount of methsuximide (C,H,,NO,) dissolved by using the procedure set forth in the

any necessary adjustments.

75% (Q) of the labeled amount of methsuximide (C, ,H,,NO,) is dissolved.

«6E Units (905): Meet the requirements

UIREMENTS
RrAGE: Preserve in tight containers, and avoid exposure to excessive heat.

aNDARDS (11)

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

CAPSULES Documentary Standards Support SM42020 Small Molecules 4

:abase Information: Chromatographic Database

red In:
volume No. Information currently unavailable

5UID-6A98F6EF-883E-475A-B8BF-706BF582A750_2_en-US
org/10.31003/USPNF_M51890_02_01

Documents

Document Sharing Hub

Full document details: Methsuximide Capsules


https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1422001
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20METHSUXIMIDE%20CAPSULES,%20ID%20:%2051890
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M51890_02_01
https://doi.org/10.31003/USPNF_M51890_02_01
http://www.avadocuments.com/doc/methsuximide-capsules
http://www.avadocuments.com/doc/methsuximide-capsules

