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2-[2,2-dichloro-1-(4-chlorophenyl)ethyl]-, (RS)-;
‘'o-chlorophenyl)-2-(p-chlorophenyl)ethane  CAS RN®: 53-19-0; UNII: 78E4J5IB5J..

NLT 97.0% and NMT 103.0% of mitotane (C, H, Cl,), calculated on the anhydrous basis.

adle Mitotane with exceptional care, because it is a highly potent agent.]

penTIFicATION TesTs (197), Infrared Spectroscopy: 197M 4or 197A, (RB 1-Aug-2023)

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

of monobasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 2.5.
setonitrile and Buffer (75:25)

'y solution: 0.2 mg/mL of USP Mitotane RS and 0.2 mg/mL of AUSP Mitotane Related Compound A RS in Mobile phase 5

n: 0.2 mg/mL of USP Mitotane RS in Mobile phase
: 0.2 mg/mL of Mitotane in Mobile phase. [Note—Inject within 48 h of preparation.]
> system

30 nm

m x 25-cm; 5-um packing L1
_/min

1e: 10 uL

y
am suitability solution and Standard solution

tive retention times for Amitotane related compound A, (RB 1-Aug-2023) @nd mitotane are about 0.92 and 1.0, respectively.]
lirements
ILT 1.5 between 4mitotane related compound A, (RB 1-Aug-2023) and mitotane, System suitability solution

'* NMT 1.5, Standard solution
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2ak response of mitotane from the Sample solution
2ak response of mitotane from the Standard solution
»ncentration of USP Mitotane RS in the Standard solution (mg/mL)

»ncentration of Mitotane in the Sample solution (mg/mL)

ria: 97.0%-103.0% on the anhydrous basis
(281): NMT 0.5%
g:

SA (RB 1-Auc-2023)

on (921), Method I, Method la: NMT 0.5%

UIREMENTS

raGE: Preserve in tight, light-resistant containers. Astore at room temperature. 5 (RB 1-Aug-2023)

ANDARDS (11)
Compound A RS

enyl)-1,1-dichloroethane.
320.044 (RB 1-Aug-2023)

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee
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:abase Information: Chromatographic Database

red In:
volume No. 46(4)

5UID-20E6F199-18FC-4CF4-BC3A-B0267AA20499_5_en-US
org/10.31003/USPNF_M54450 05 01

Documents

Document Sharing Hub

Full document details: Mitotane


https://store.usp.org/product/1445007
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S2
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S2
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S2
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S2
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S2
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S2
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1445007
https://store.usp.org/product/1445018
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20MITOTANE,%20ID%20:%2054450
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M54450_05_01
https://doi.org/10.31003/USPNF_M54450_05_01
http://www.avadocuments.com/doc/mitotane
http://www.avadocuments.com/doc/mitotane

