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)\amate Sodium Capsules

»dium Capsules contain an amount of meclofenamate sodium (C, ,H, CI.NNaO,) equivalent to NLT 90.0% and NMT 110.0%

nount of meclofenamic acid (C, ,H,,CI,NO,).

g
MATOGRAPHIC IDENTIFICATION TEST (201)

: 20 mg/mL of meclofenamate sodium, from Capsule contents in methanol; filter

it system: Methylene chloride, methyl ethyl ketone, and glacial acetic acid (50:48:2)

wia: The filtrate meets the requirements. 5 (ysp 1-May-2022)

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4 (usp

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (usp 1-

3 g/L of ammonium formate in water. Adjust with formic acid to a pH of 3.0.

Jnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 30 70
1 30 70
12 5 95
13 5 95
14 30 70
18 30 70

)l and water (50:50)
n: 0.3 mg/mL of USP Meclofenamate Sodium RS in Diluent
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70 nm. For Identification B, use a diode array detector in the range of 190-400 nm.
m x 15-cm; 3.5-um packing L1

rature: 35°

nL/min

1e: 10 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of meclofenamic acid (C. ,H,.CINO,) in the portion of Capsules taken:

Result = (r,/ry) x (C/C) x (M,,/M_,) x 100
)eak response of meclofenamate from the Sample solution
reak response of meclofenamate from the Standard solution

:oncentration of USP Meclofenamate Sodium RS in the Standard solution (mg/mL)

1ominal concentration of meclofenamic acid in the Sample solution (mg/mL)
nolecular weight of meclofenamic acid, 296.15

nolecular weight of meclofenamate sodium (anhydrous), 318.13 4 (Usp 1-May-2022)
wia: 90.0%-110.0%

ESTS

pH 7.5 phosphate buffer (See Reagents, Indicators, and Solutions, Solutions, Buffer Solutions); 900 mL

rpm

n: A known concentration of USP Meclofenamate Sodium RS in Medium

. Pass a portion of the solution under test through a suitable filter. Dilute with Medium, if necessary.
iditions
elength: 279 nm (maximum absorbance)

dard solution and Sample solution
: percentage of the labeled amount of meclofenamic acid (CanCIzNOz) dissolved:

Result = (A /A) x C,x VxDx (1/L) x (M_/M,) x 100
ibsorbance of the Sample solution
ibsorbance of the Standard solution

:oncentration of USP Meclofenamate Sodium RS in the Standard solution (mg/mL)

'olume of Medium, 900 mL
lilution factor of the Sample solution if needed
abel claim (mg/Capsule)

nolecular weiaht of meclofenamic acid. 296.15

Documents

Document Sharing Hub

Full document details: Meclofenamate Sodium Capsules


https://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
https://store.usp.org/product/1377803
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0E4CE941-0762-456C-94B0-9209A58834FC_3_en-US
https://store.usp.org/product/1377803
https://store.usp.org/product/1377803
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
http://www.avadocuments.com/doc/meclofenamate-sodium-capsules
http://www.avadocuments.com/doc/meclofenamate-sodium-capsules

