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296.40
»-3,17-dione, 6-methylene-;

sta-1,4-diene-3,17-dione CAS RN®: 107868-30-4; UNII: NY22HMQ4BX.

ins NLT 97.0% and NMT 102.0% of exemestane (C__H, 0.), calculated on the anhydrous and solvent-free basis.

: IpEnTiFicaTION TEsTs (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)
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time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

r

dnitrile
se Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 60 40
15 60 40
18 10 90
28 10 90
30 60 40
35 60 40
rile and water (1:1)
n: 0.1 mg/mL of USP Exemestane RS in Diluent
© 0.1 mg/mL of Exemestane in Diluent
~ ecvetam
Documents

Full document details: Exemestane

Document Sharing Hub


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://store.usp.org/product/1269050
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
http://www.avadocuments.com/doc/exemestane
http://www.avadocuments.com/doc/exemestane

1e: 10 L

y

ard solution

lirements

dard deviation: NMT 0.73%

dard solution and Sample solution

: percentage of exemestane (C20H2402) in the portion of Exemestane taken:

Result = (r /r)) x (C/C ) x 100
aak response of exemestane from the Sample solution
2ak response of exemestane from the Standard solution

»ncentration of USP Exemestane RS in the Standard solution (mg/mL)

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

ria: 97.0%-102.0% on the anhydrous and solvent-free basis

(281): NMT 0.2%

T
dnitrile
2e Table 2. Return to original conditions and re-equilibrate the system.

Table 2
Time Solution A Solution B
(min) (%) (%)
0 75 25
30 55 45
40 5 95
45 5 95

rile and water (3:1)
'y solution: 1 mg/mL of USP Exemestane RS, 0.01 mg/mL of USP Exemestane Related Compound B RS, and 0.01 mg/mL of

ne Related Compound C RS in Diluent
on: 0.5 pg/mL each of USP Exemestane RS, USP Exemestane Related Compound B RS, and USP Exemestane Related

'S in Diluent

n: 5 pg/mL of USP Exemestane RS in Diluent

: 1 mg/mL of Exemestane in Diluent. The concentration is calculated on the anhydrous and solvent-free basis.
> system

aphy (621), System Suitability.)

47 nm

m x 25-cm; 3.5-um packing L1
rature: 40°

nL/min

1e: 10 uL

y
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