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,20-dione, 21-(acetyloxy)-16,17-[cyclopentylidenebis(oxy)]-9-fluoro-11-hydroxy-, (11p,16a)-;

7,21-tetrahydroxypregna-1,4-diene-3,20-dione cyclic 16,17-acetal with cyclopentanone, 21-acetate CAS RN®: 51022-69-6;

\9.

ins NLT 97.0% and NMT 102.0% of amcinonide (C FO7), calculated on the dried basis.

ZBHBS

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4 (usp

dnitrile and water‘(35:65)A (USP 1-Aug-2019)

>nitrile and water4(70:30) 5 (usp 1-Aug-2019)

2e 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
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> system
aphy (621), System Suitability.)

54 nm

m x 25-cm; 45-um 4 (usp 1-Aug-2019) Packing L1

_/min
1e: 10 L
y

>m suitability solution and Standard solution

tive retention times for butylparaben and amcinonide are 0.78 and 1.0, respectively.]
lirements

LT 8.0 between butylparaben and amcinonide, System suitability solution

* NMT 1.5, Standard solution

dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

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

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

aak response from the Sample solution

2ak response from the Standard solution

>ncentration of USP Amcinonide RS in the Standard solution (mg/mL)

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

ria: 97.0%-102.0% on the dried basis

781S), Procedures, Specific Rotation

10 mg/mL of Amcinonide in chloroform
ria: +89.4° to +94.0°

i),

nide

+Sample at 105° for 4 h.

wria: NMT 1.0%

UIREMENTS
race: Preserve in well-closed containers.

ANDARDS (11)

A (USP 1-Aug-2019)

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

opic/Question Contact Expert Committee

Documentary Standards Support SM52020 Small Molecules 5

:abase Information: Chromatographic Database

rad Tn:
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