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)l Acetate

384.51
,20-dione, 17-(acetyloxy)-6-methyl-;
ylpregna-4,6-diene-3,20-dione acetate CAS RN®: 595-33-5; UNII: TJ2MOFRSES.

contains NLT 97.0% and NMT 103.0% of megestrol acetate (C 0,), calculated on the anhydrous basis.

24H32

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

>etonitrile and water (55:45)

rile and water (40:60)

I solution: 0.8 mg/mL of propylparaben in acetonitrile
olution: 1 mg/mL of USP Megestrol Acetate RS in acetonitrile

n: 80 pg/mL each of USP Megestrol Acetate RS and propylparaben in Diluent from the Standard stock solution and Internal
on, respectively

lution: 1 mg/mL of Megestrol Acetate in acetonitrile

: 80 ug/mL each of Megestrol Acetate and propylparaben in Diluent from the Sample stock solution and Internal standard
ctively

> system

80 nm

m x 30-cm; packing L1

_/min

1e: 25 uL

y

ard solution

tive retention times for propylparaben and megestrol acetate are about 0.4 and 1.0, respectively.]
lirements

LT 8.0 between propylparaben and megestrol acetate

dard deviation: NMT 2.0% for the peak response ratio of megestrol acetate to propylparaben
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2ak response ratio of megestrol acetate to propylparaben from the Standard solution

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

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

ria: 97.0%-103.0% on the anhydrous basis

(281): NMT 0.2%, with a platinum dish being used and ignition at 600 + 25°

OLUTION (641)

in 10 mL of acetone

ria: Meets the requirements

lEmPERATURE (741): 213°—220°, but the range between the beginning and the end of melting does not exceed 3°.
Specific Rotation(781S),

20 mg/mL in chloroform

wia: +8.8° to +12.0° (t = 20°)

on, Method 1(921): NMT 0.5%

UIREMENTS
rAGe: Preserve in well-closed containers, protected from light.

ANDARDS (11)
2RS

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

opic/Question Contact Expert Committee

STATE Documentary Standards Support SM52020 Small Molecules 5

:abase Information: Chromatographic Database

red In:
volume No. PF 42(6)

5UID-D84D5375-FBD3-4D5D-8F93-A88EBA84908C_4_en-US
org/10.31003/USPNF_M48050_04_01

Documents

Document Sharing Hub

Full document details: Megestrol Acetate


https://store.usp.org/product/1379106
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-A2626350-169E-4D3E-8F8D-4CFDBA9A1E47_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A2626350-169E-4D3E-8F8D-4CFDBA9A1E47_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A2626350-169E-4D3E-8F8D-4CFDBA9A1E47_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A2626350-169E-4D3E-8F8D-4CFDBA9A1E47_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-B3D9AEC4-27D6-4268-8116-22221F1AF1DE_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-B3D9AEC4-27D6-4268-8116-22221F1AF1DE_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-B3D9AEC4-27D6-4268-8116-22221F1AF1DE_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-B3D9AEC4-27D6-4268-8116-22221F1AF1DE_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
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/1379106
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20MEGESTROL%20ACETATE,%20ID%20:%2048050
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M48050_04_01
https://doi.org/10.31003/USPNF_M48050_04_01
http://www.avadocuments.com/doc/megestrol-acetate
http://www.avadocuments.com/doc/megestrol-acetate

