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onitrile, o,o,0,o-tetramethyl-5-(1H-1,2,4-triazol-1-ylmethyl)-;
yI-5-(1H-1,2,4-triazol-1-ylmethyl)-m-benzenediacetonitrile CAS RN®: 120511-73-1; UNII: 2Z07MYW1AZ.

ins NLT 98.0% and NMT 102.0% of anastrozole (C N,), calculated on the anhydrous and solvent-free basis.

17H19

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

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

dnitrile, methanol, trifluoroacetic acid, and water (100:300:0.5:600)
Jnitrile, methanol, trifluoroacetic acid, and water (150:450:0.5:400)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
10 100 0
40 0 100
41 100 0
56 100 0

radient elution times are established on an HPLC system with a dwell time of approximately 0 min. The gradient elution
cle can be adjusted by subtracting the dwell time to achieve the separation described.]

n: 0.5 mg/mL of USP Anastrozole RS prepared as follows. Transfer USP Anastrozole RS into a suitable volumetric flask.
itonitrile, using 40% of the final volume, and then dilute with Solution A to volume.

0.5 mg/mL of Anastrozole prepared as follows. Transfer 25 mg of Anastrozole to a 50-mL volumetric flask, add 20 mL of
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1e: 10 L

y

ard solution

lirements

* Between 0.9 and 1.4
dard deviation: NMT 0.73%

dard solution and Sample solution

» percentage of anastrozole (C N,) in the portion of Anastrozole taken:

17H19
Result = (r,/r)) x (C/C ) x 100

aak area of anastrozole from the Sample solution

2ak area of anastrozole from the Standard solution

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

sncentration of Anastrozole in the Sample solution (mg/mL)

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

(281): NMT 0.1%

ion B, and Chromatographic system: Proceed as directed in the Assay.

olution: 0.2 mg/mL of USP Anastrozole RS prepared as follows. Dissolve in acetonitrile, using 40% of the final volume, and
1 Solution A to volume.

n: 0.02 mg/mL of USP Anastrozole RS in Solution A from the Standard stock solution

2 mg/mL of Anastrozole prepared as follows. Transfer 50 mg of Anastrozole to a 25-mL volumetric flask. Add 10 mL of
ssolve in and dilute with Solution A to volume.

‘ransfer 10 mL of acetonitrile into a 25-mL volumetric flask, and dilute with Solution A to volume.

y

ard solution

lirements

: Between 0.9 and 1.4

dard deviation: NMT 5%

'dard solution, Sample solution, and Blank solution. [Note—Adjust the peak areas for any interference from the Blank solution.]
: percentage of each individual impurity in the portion of Anastrozole taken:

Result = (r,/rg) x (C/C ) x 100
2ak area of each individual impurity from the Sample solution
2ak area of anastrozole from the Standard solution
sncentration of USP Anastrozole RS in the Standard solution (mg/mL)
>ncentration of Anastrozole in the Sample solution (mg/mL)

ria: See Table 2. Disregard any impurity of less than 0.05%.

Table 2
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
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