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amide, 5-methyl-N-[4-(trifluoromethyl) phenyl]-;
ethyl-4-isoxazolecarboxy-p-toluidide CAS RN®: 75706-12-6; UNII: G162GKOUAW.

1ins NLT 98.0% and NMT 102.0% of C12H9F3N202, calculated on the dried basis.

+ IbEnTiFicaTION TEsTs (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

substance for 10 min at 130°.
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

setonitrile, triethylamine, and water (70:1:130). Adjust with phosphoric acid to a pH of 4.

n: 0.5 mg/mL of USP Leflunomide RS in acetonitrile and Mobile phase (1:9). [Note—First dissolve in acetonitrile. Protect
light.]

y solution: 0.5 mg/mL of USP Leflunomide RS, 0.15 mg/mL of USP Leflunomide Related Compound B RS, and 0.05 mg/mL
'mide Related Compound C RS in Mobile phase. [Note—Dissolve the Reference Standards in acetonitrile, and dilute with

: 0.5 mg/mL of Leflunomide in acetonitrile and Mobile phase (1:9). [Note—First dissolve in acetonitrile. Protect solutions from

> system
aphy (621), System Suitability.)

10 nm

x 12.5-cm; packing L1

_/min

20 pL

y

n suitability solution

tive retention times for leflunomide related compound B and leflunomide related compound C are 0.2 and 0.9, respectively.]
lirements

LT 1.0 between the leflunomide and leflunomide related compound C peaks

dard solution and Sample solution

» percentage of C. ,H F.N,0, in the portion of Leflunomide taken:
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ominal concentration of Leflunomide in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

N (281): NMT 0.1%

IT oF LEFLuNomIDE RELATED ComPounD A

System suitability solution, and Chromatographic system: Proceed as directed in the Assay.

tsolution: 0.125 mg/mL of USP Leflunomide Related Compound A RS, in acetonitrile and Mobile phase (1:19)
ion: 0.5 pg/mL of USP Leflunomide Related Compound A RS, from the Standard stock solution in Mobile phase

n: 2.5 mg/mL of Leflunomide, in acetonitrile and Mobile phase (1:9)
20 pL

ndard solution and Sample solution
he percentage of leflunomide related compound A in the portion of Leflunomide taken:

Result = (r /r) x (C/C ) x 100
peak area of leflunomide related compound A from the Sample solution
peak area of leflunomide related compound A from the Standard solution

concentration of USP Leflunomide Related Compound A RS in the Standard solution (mg/mL)

concentration of Leflunomide in the Sample solution (mg/mL)

iteria: NMT 0.02 %

Sample solution, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.

ck solution: Proceed as directed in the Standard solution in the Assay.
ion: 0.5 pg/mL of USP Leflunomide RS from the Standard stock solution in Mobile phase 4 (grR 1-Feb-2019)

ation: 0.25 pg/mL of Leflunomide, from the Standard solution in Mobile phase
lity

stem suitability solution and Sensitivity solution

ILT 1.0 between leflunomide and leflunomide related compound C

ise ratio: NLT 10, Sensitivity solution

ndard solution and Sample solution

ard any peak with an area less than the leflunomide peak from the Sensitivity solution. Continue the elution for two times the
2 of the leflunomide peak.]

he percentage of each related compound and any unknown impurity (see Impurity Table 1) in the portion of Leflunomide

Result = (r /r)) x (C//C ) x 100
peak area for each impurity from the Sample solution

peak area of leflunomide from the Standard solution

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

concentration of Leflunomide in the Sample solution (mg/mL)

Impurity Table 1
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