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Amcinonide

C H.FO 502.57

Pregna-1,4-diene-3,20-dione, 21-(acetyloxy)-16,17-[cyclopentylidenebis(oxy)]-9-fluoro-11-hydroxy-, (11p,16a)-;
9-Fluoro-11p,160,17,21-tetrahydroxypregna-1,4-diene-3,20-dione cyclic 16,17-acetal with cyclopentanone, 21-acetate CAS RN®: 51022-69-6;
UNII: 423W026MA9.

DEFINITION

Amcinonide contains NLT 97.0% and NMT 102.0% of amcinonide (CZBH35F07), calculated on the dried basis.

IDENTIFICATION
Change to read:

Change to read:

+ B. AThe retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (USP
1-Aug-2019)
ASSAY

Change to read:

* PROCEDURE
Solution A: Acetonitrile and water‘(35:65)A (USP 1-Aug-2019)
Solution B: Acetonitrile and water4(70:30) . (USP 1-Aug-2019)

Mobile phase: See Table 1. Equilibrate the system with Solution A.

ATable 1
Time Solution A Solution B
(min) (%) (%)
0 100 0

2.5 100 0

10 0 100

25 0 100

26 100 0

32 100 04 (USP 1-Aug-2019)

System suitability solution: 12.5 pg/mL of AUSP Butylparaben RS, (USP 1-Aug-2019) @nd 20 pg/mL of USP Amcinonide RS in Solution B

Standard solution: 0.02 mg/mL of USP Amcinonide RS in Solution B
Sample solution: 0.02 mg/mL of Amcinonide in Solution B. Sonicate for 5 min.
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2/13/25,-3:48 PM USP-NF Amcinonide
Chromatographic system

(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 254 nm

Column: 4.6-mm x 25-cm; A5—pmA (USP 1-Aug-2019) packing L1
Flow rate: 2 mL/min
Injection volume: 10 pL
System suitability
Samples: System suitability solution and Standard solution
[Note—The relative retention times for butylparaben and amcinonide are 0.78 and 1.0, respectively.]
Suitability requirements
Resolution: NLT 8.0 between butylparaben and amcinonide, System suitability solution
Tailing factor: NMT 1.5, Standard solution
Relative standard deviation: NMT 2.0%, Standard solution
Analysis
Samples: Standard solution and Sample solution

Calculate the percentage of amcinonide (C FO.) in the portion of Amcinonide taken:

28H35
Result = (r /r)) x (C/C ) x 100

r, = peakresponse from the Sample solution

rg = peak response from the Standard solution

C, = concentration of USP Amcinonide RS in the Standard solution (mg/mL)

C, =concentration of Amcinonide in the Sample solution (mg/mL)

Acceptance criteria: 97.0%-102.0% on the dried basis

SPECIFIC TESTS
* OpTicAL Rotation (781S), Procedures, Specific Rotation

Sample solution: 10 mg/mL of Amcinonide in chloroform
Acceptance criteria: +89.4° to +94.0°
* Loss on DrvinG (731)
Sample: Amcinonide
Analysis: Dry the Sample at 105° for 4 h.
Acceptance criteria: NMT 1.0%

ADDITIONAL REQUIREMENTS
* PackacinG AND STorace: Preserve in well-closed containers.
Change to read:

* USP REeFeRENCE STANDARDS (11)
USP Amcinonide RS

A ysp Butylparaben RS 4 (USP 1-Aug-2019)

Auxiliary Information - Please check for your question in the FAQs before contacting USP.

Topic/Question Contact Expert Committee
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Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. 46(2)

Current DocID: GUID-B3F53011-DA1D-43BD-8B8F-123AA407E9E4_5_en-US
DOI: https:/doi.org/10.31003/USPNF_M2550_05_01
DOI ref: 4m7x6

www.webofpharma.com


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://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
https://store.usp.org/product/1019202
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-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-2F36AC41-7F65-4658-96F7-ED383859786B_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_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://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1019202
https://store.usp.org/product/1084000
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20AMCINONIDE,%20ID%20:%202550
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M2550_05_01
https://doi.org/10.31003/USPNF_M2550_05_01

