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| Tablets

sontain NLT 90.0% and NMT 110.0% of the labeled amount of modafinil (C,.H,.NO,S).

tIpenmiFicaion Tests (197), Infrared Spectroscopy: 197K or 197A4 (ysp 1-May-2021)

P 1-May-2021) Transfer a quantity, in milligrams, of USP Modafinil RS, equivalent to the labeled amount of modafinil, to a
ner. Add 50 mL each of dichloromethane and water. Shake the mixture, and allow the layers to separate. Filter a portion of
loromethane) layer, and evaporate to dryness, using a stream of nitrogen if necessary.4 (USP 1-May-2021)

1-May-2021) Grind 1 Tablet, and add 50 mL each of dichloromethane and water. Shake the mixture, and allow the layers to

“a portion of the lower (dichloromethane) layer, and evaporate to dryness, using a stream of nitrogen if necessary. 4, (USP 1-
ria: Meet the requirements

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

f potassium dihydrogen phosphate in water. Adjust with phosphoric acid to a pH of 2.3.
setonitrile and Buffer (35:65)

aitrile and water (35:65)

Jitrile, water, and acetic acid (35:65:1)

'y solution: 5 pg/mL of USP Modafinil RS and 10 pg/mL of USP Salicylic Acid RS in Diluent A
n: 0.4 mg/mL of USP Modafinil RS in Diluent B

: 40.4 mg/mL of modafinil prepared as follows. , (USP 1-May-2021) Weigh and finely powder Tablets (NLT 20). Transfer a
yowder, equivalent to 100 mg of modafinil, to a 250-mL volumetric flask, add 200 mL of Diluent B, and sonicate for about 5
nittent manual shaking. Dilute with Diluent B to volume, and mix. Pass 4a portion, (USP 1-May-2021) through a suitable filter of

)r pore size, and use the filtrate.
> system

20 nm

m x 15-cm; 5-ym packing L1
rature: 40°

nL/min

1e: 5L

y

N suitability solution
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» percentage of the labeled amount of modafinil (C NOZS) in the portion of Tablets taken:

‘ISH‘IS
Result = (r,/r)) x (C/C ) x 100

aak response of modafinil from the Sample solution

2ak response of modafinil from the Standard solution

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

>minal concentration of modafinil in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS

hydrochloric acid; 900 mL
0rpm

ion: Prepare a solution having a known concentration of USP Modafinil RS in Medium.
n: A filtered portion of the solution under test, suitably diluted with Medium if necessary
onditions

let-Visible Spectroscopy (857).)

velength: Absorption maximum at about 222 nm

ndard solution and Sample solution

the percentage 4 (ysp 1-May-2021) Of modafinil (C, .H, NO_S) dissolved:

AResult = (A /A) x C x V x (1/L) x 100
absorbance of the Sample solution
absorbance of the Standard solution
concentration of the Standard solution (mg/mL)

volume of Medium, 900 mL

label claim (mg/TabIet)A (USP 1-May-2021)

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

duct complies with this test, the labeling indicates that the product meets USP Dissolution Test 2.
hydrochloric acid; 900 mL

0rpm

ion: (L/900) mg/mL of USP Modafinil RS, where L is the label claim in mg/Tablet. Prepare by dissolving the standard in a
ethanol equivalent to 5%—10% of the final volume and then diluting with Medium to volume.

n: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size.

onditions

let-Visible Spectroscopy (857).)

velength: Absorption maximum at about 225 nm
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