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Fumarate Delayed-Release Capsules

: Delayed-Release Capsules contain an amount of Dimethyl Fumarate equivalent to NLT 90.0% and NMT 110.0% of the
of dimethyl fumarate (C.H,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.

c acid: Dilute 11.5 mL of phosphoric acid with 88.5 mL of water.
droxide solution: 10% sodium hydroxide in water (w/v)

L of sodium phosphate, monobasic in water; adjusted with either Dilute sodium hydroxide solution or Dilute phosphoric acid to

of sodium phosphate, monobasic in water; adjusted with either Dilute sodium hydroxide solution or Dilute phosphoric acid to

rA
anol
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 75 25
9 75 25
10 45 55
12 45 55
13 75 25
17 75 25

)l and Buffer B (40:60)
'y stock solution: 0.48 mg/mL each of USP Dimethyl Fumarate RS, USP Dimethyl Fumarate Related Compound A RS, and

«cid RS in Diluent prepared as follows. Transfer appropriate quantities of USP Dimethyl Fumarate RS, USP Dimethyl Fumarate
»und A RS, and USP Fumaric Acid RS into a suitable volumetric flask and add 80% of the flask volume of Diluent. Sonicate to
solve and dilute with Diluent to volume.

'y solution: 4.8 pg/mL each of USP Dimethyl Fumarate RS, USP Dimethyl Fumarate Related Compound A RS, and USP

IS from the System suitability stock solution in Diluent

n* N OA ma/ml nf ISP Nimethvl Fiimarate RQ nrenarad ac fallawe Tranefar an annranriate anantitv nf 11IQP Nimethul
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1e of Buffer B and allow the solution to cool to room temperature. Dilute with Buffer B to volume. Pass the solution through a
f 0.7-um pore size, discarding the first few milliliters. Further dilute Awith Diluent . (IRA 1-Jan-2025) to the final concentration.
> system

23 nm. For Identification A, use a diode array detector in the range of 200-300 nm.
m x 10-cm; 5-ym packing L1

1 5°

nL/min

1e: 5L

y

am suitability solution and Standard solution

le 2 for the relative retention times.]

lirements

LT 6.0 between fumaric acid and dimethyl fumarate related compound A, System suitability solution
'+ 0.8-1.5, Standard solution

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution
: percentage of the labeled amount of dimethyl fumarate (CGH804) in the portion of Capsules taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of dimethyl fumarate from the Sample solution

2ak response of dimethyl fumarate from the Standard solution

»ncentration of USP Dimethyl Fumarate RS in the Standard solution (mg/mL)
»minal concentration of dimethyl fumarate in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS

dium: 0.1 N hydrochloric acid in water; 500 mL
00 rpm

120 min, pour the Acid stage medium through a suitable strainer into a suitable container and carefully transfer the micro-
he strainer to a dissolution vessel containing the Buffer stage medium.

iedium: pH 6.8 buffer (4.8 g/L of citric acid and 21.9 g/L of sodium phosphate dibasic anhydrous prepared as follows.

able quantities of citric acid and sodium phosphate dibasic anhydrous to an appropriate container and dissolve with 98% of

me of water. Adjust with Dilute sodium hydroxide solution or Dilute phosphoric acid (prepare as directed in the Assay) to a pH
ilute with water to the final volume); 500 mL.

00 rpm

ffer B: Prepare as directed in the Assay.

ethanol and Buffer A (40:60)

it: Methanol and Buffer B (50:50)

ent: Acid stage diluent and Dilute phosphoric acid (90:10)

ard stock solution 1: 600 pg/mL of USP Dimethyl Fumarate RS prepared as follows. Transfer an appropriate quantity of USP

irate RS into a suitable volumetric flask. Add 10% of the flask volume of methanol and sonicate for approximately 10 min to
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