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534.43
one, 5-[[(2R,3S)-2-[(1R)-1-[3,5-bis(trifluoromethyl)phenyl]lethoxy]-3-(4-fluorophenyl)-4-morpholinylJmethyl]-1,2-dihydro-;
orophenyl)-2-{[(aR)-a-methyl-3,5-bis(trifluoromethyl)benzylloxylmorpholino]methyl]-A2-1,2,4-triazolin-5-one;
-[3,5-Bis(trifluoromethyl)phenyllethoxy]-3-(4-fluorophenyl)morpholino]methyl]-1H-1,2,4-triazol-5(4H)-one;
-[3,5-Bis(trifluoromethyl)phenyllethoxy]-3-(4-fluorophenyl)-4-morpholinyllmethyl]-1,2-dihydro-3H-1,2,4-triazol-3-one  CAS
3; UNIL: TNF15YR6UY.

s NLT 98.0% and NMT 102.0% of aprepitant (CZ3H21F7N403), calculated on the anhydrous and solvent-free basis.

 IenTiFicaTion Tests (197), Infrared Spectroscopy: 197A, 197K, or 197M4 (cN 1-May-2020)

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

c acid: Dilute 1 mL of phosphoric acid with waterto 1 L.
setonitrile and Dilute phosphoric acid (48:52)

rile and Dilute phosphoric acid (50:50)

n: 0.2 mg/mL of USP Aprepitant RS in Diluent; sonicate as needed

. 0.2 mg/mL of Aprepitant in Diluent; sonicate as needed
> system
aphy (621), System Suitability.)

10 nm

m x 25-cm; 5-pm packing L1
rature: 35°

nL/min

1e: 20 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 0.73%
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2ak response from the Standard solution
>ncentration of the Standard solution (mg/mL)

»ncentration of the Sample solution (mg/mL)

ria: 98.0%-102.0%, on the anhydrous and solvent-free basis

(281): NMT 0.1%

c acid and Diluent: Proceed as directed in the Assay.

2 phosphoric acid
dnitrile
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 58 42
25 58 42
45 30 70
50 30 70

1al conditions and re-equilibrate the system.

'y solution: 2.0 mg/mL of USP Aprepitant RS and 0.003 mg/mL of USP Desfluoro Aprepitant RS in Diluent, using sonication

o dissolve

on: 0.001 mg/mL of USP Aprepitant RS in Diluent

n: 0.003 mg/mL of USP Aprepitant RS in Diluent, using sonication as necessary to dissolve
: 2.0 mg/mL of Aprepitant in Diluent, using sonication as necessary to dissolve

> system

aphy (621), System Suitability.)

10 nm

m x 25-cm; 5-um packing L1

rature: 35°

nL/min

1e: 10 L

y

>m suitability solution, Sensitivity solution, and Standard solution
ltirements

LT 3.0 between the desfluoro aprepitant and aprepitant peaks, System suitability solution
ise ratio: NLT 10, Sensitivity solution

dard deviation: NMT 5.0%, Standard solution

dard solution and Sample solution
: percentage of each individual impurity in the portion of Aprepitant taken:

Result = (r,/rg) x (C/C,) x 100
2ak response for each impurity from the Sample solution

2ak response for aprepitant from the Standard solution
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