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progesterone Acetate Tablets

one Acetate Tablets contain NLT 93.0% and NMT 107.0% of the labeled amount of medroxyprogesterone acetate (C,,H,,0,).

» a number of Tablets, equivalent to about 25 mg of medroxyprogesterone acetate, with 15 mL of chloroform. Filter,
shloroform on a steam bath, and dry the residue at 105° for 3 h.
rria: Meet the requirements

>etonitrile and water (40:60)
n: 1 mg/mL of USP Medroxyprogesterone Acetate RS in acetonitrile

. Finely powder NLT 20 Tablets. Weigh a portion of the powder, equivalent to 25 mg of medroxyprogesterone acetate, into a
:ntrifuge tube. Transfer 25 mL of acetonitrile into the tube, shake to wet the powder thoroughly, sonicate for NLT 10 min, and
: the clear supernatant.

> system

54 nm

x 30-cm; packing L1
_/min

1e: 10 L

y

ard solution

lirements

* NMT 2

dard deviation: NMT 2.0%

dard solution and Sample solution

» percentage of the labeled amount of medroxyprogesterone acetate (C 04) in the portion of Tablets taken:

2aMa4
Result = (r,/rg) x (C/C,) x 100
2ak response from the Sample solution

2ak response from the Standard solution

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

>minal concentration of medroxyprogesterone acetate in the Sample solution (mg/mL)
wia: 93.0%-107.0%

ESTS

Documents

Document Sharing Hub

Full document details: Medroxyprogesterone Acetate Tablets


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://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/1378001
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
https://store.usp.org/product/1378001
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
http://www.avadocuments.com/doc/medroxyprogesterone-acetate-tablets
http://www.avadocuments.com/doc/medroxyprogesterone-acetate-tablets

olution: 70 mg of USP Medroxyprogesterone Acetate RS in 140 mL of Sodium lauryl sulfate stock solution. Dilute with water

TE—It may be necessary to sonicate the solution to bring the Reference Standard into solution before dilution with water]
indard stock solution fresh daily.

n: Transfer a 20-mL aliquot of Standard stock solution into a 1-L volumetric flask. Add 40 mL of Sodium lauryl sulfate stock
ilute with water to volume. This solution is stable for up to 7 days.

. Withdraw 15 mL of the solution under test and filter, discarding the first 5 mL of the filtrate.

> system

54 nm

x 8-cm; packing L7
nL/min

1e: 20 L

y

ard solution

lirements

*NMT 1.2

dard deviation: NMT 2.0%

dard solution and Sample solution

» percentage of the labeled amount of medroxyprogesterone acetate (C 04) dissolved using the responses from the

244
[ution and Standard solution.

50% (Q) of the labeled amount of medroxyprogesterone acetate (C,,H,,0,) is dissolved.

\6e Units (905): AMeet the requirements 4 (CN 1-Aug-2023)

ntent uniformity
>l and water (3:1)
ion: 15 pg/mL of USP Medroxyprogesterone Acetate RS in Diluent

n: Nominally 15 pg/mL of medroxyprogesterone acetate in Diluent prepared as follows. Transfer 1 Tablet to a volumetric
vith Diluent to volume, and shake for 15 min. Filter, and quantitatively dilute a portion of the filtrate as needed.
iditions

elength: Maximum at about 242 nm

dard solution and Sample solution

: percentage of the labeled amount of medroxyprogesterone acetate (C24H34O4) in the Tablet taken:

Result = (A /A) x (C/C ) x 100
ssorbance of the Sample solution
ssorbance of the Standard solution

»ncentration of USP Medroxyprogesterone Acetate RS in the Standard solution (ug/mL)

>minal concentration of medroxyprogesterone acetate in the Sample solution (ug/mL)

023)

UIREMENTS
RrAGE: Preserve in well-closed containers.

ANDARDS (11)
rone Acetate RS
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