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lide Tablets

ts contain NLT 90.0% and NMT 110.0% of the labeled amount of leflunomide (C, H,F,N,0,).

; IbenTiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U , (CN 1-Mav-2020)

le: 220-360 nm

:0.017 mg/mL in methanol

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

cetonitrile, triethylamine, and water (70:1:130). Adjust with phosphoric acid to a pH of 4.0.
'y solution A: 10 pg/mL of USP Leflunomide Related Compound A RS, 1 mg/mL of USP Leflunomide Related Compound B

I/mL of USP Leflunomide Related Compound C RS in a minimum amount of acetonitrile, and diluted with Mobile phase
'y solution B: Transfer 100.0 mg of USP Leflunomide RS to a 100-mL volumetric flask. Dissolve in 2 mL of acetonitrile, add 1

suitability solution A and 80 mL of Mobile phase, and shake by mechanical means for 10 min. Dilute with Mobile phase to

n: 1 mg/mL of USP Leflunomide RS in a minimum volume of acetonitrile, and diluted with Mobile phase

: Transfer equivalent to 100 mg of leflunomide, from finely powdered Tablets (NLT 20), to a 100-mL volumetric flask. Add 20
rile, dilute with Mobile phase to volume, and shake by mechanical means for 10 min. Pass through a membrane filter.

> system

aphy (621), System Suitability.)

10 nm

m x 12.5-cm; packing L1

_/min

10 uL

y

am suitability solution B and Standard solution

tive retention times for leflunomide related compound B, leflunomide related compound A, leflunomide related compound C,
eare 0.2,0.4,0.9, and 1.0, respectively.]

lirements

LT 1.5 between leflunomide related compound C and leflunomide, System suitability solution B
2 NMT 3.0 for leflunomide, Standard solution

dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

: percentage of the labeled amount of leflunomide (C12H9F3N202) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100

2ak response from the Sample solution
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ESTS

ibeled to contain 10 or 20 mg: Water, 1000 mL, deaerated
ibeled to contain 100 mg: Water containing 0.6% of polyoxyethylene (23) lauryl ether; 1000 mL, deaerated
00 rpm

ie amount of leflunomide (C12H9F3N202) dissolved by using one of the following methods.

method
let-Visible Spectroscopy (857).)

wvelength: 262 nm

ution: USP L eflunomide RS in Medium. [Note—A volume of methanol not exceeding 2% of the final volume of the Standard
1y be used to dissolve leflunomide.]

ion: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size. Dilute with Medium to a

ion that is similar to that of the Standard solution, if necessary.

hic method

»: Acetonitrile and water (1:1)

ution: Transfer 22 mg of USP Leflunomide RS to a 100-mL volumetric flask. Add 40 mL of acetonitrile, and sonicate until
Add 40 mL of water, and cool to room temperature. Dilute with water to volume. Transfer 10.0 mL of this solution to a 100-
tric flask, and dilute with water to volume.

ion: Use portions of the solution under test passed through a suitable filter of 0.45-um pore size.
phic system
1atography (621), System Suitability.)

JV 260 nm

.6-mm x 15-cm; 5-pm packing L1
1.5 mL/min

ize: 40 pL

bility

tandard solution

requirements

actor: NMT 2.0

standard deviation: NMT 2.0%

Standard solution and Sample solution

lculate the amount of leflunomide (C,,H,F,N,0,) dissolved:

Result = (r /ry) x (C/L) x V x 100

r, =peakresponse from the Sample solution

ry = peak response from the Standard solution

C, = concentration of USP Leflunomide RS in the Standard solution (mg/mL)

L =label claim (mg/Tablet)

vV =volume of Medium, 1000 mL

LT 80% (Q) of the labeled amount of leflunomide (C,,H.F,N,0,) is dissolved.

duct complies with this test, the labeling indicates that the product meets USP Dissolution Test 2.
ratus 2, Time, Spectrometric method, and Chromatographic method: Proceed as directed for Test 7.

T 75% (Q) of the labeled amount of leflunomide (C,H.F,N,0,) is dissolved.

e Units (905): Meet the requirements
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