on 15-Feb-2025

»f 01-May-2020

nographs
7A51-4092-82E8-21DBD7C3EBC0_8_en-US
1003/USPNF_M53990_08_01

’le Nitrate

from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-

e-20190501
Cl

=

-

cl

. HNO,

]/CI
o} 479.14

3

{(2,4-dichlorophenyl)-2-[(2,4-dichlorophenyl)methoxy]ethyl]-, mononitrate;

2,4-dichlorobenzyl)oxylphenethyllimidazole mononitrate  CAS RN®: 22832-87-7; UNIl: VW4H1CYW1K.

2 contains NLT 98.0% and NMT 102.0% of miconazole nitrate (C

CI,N,0- HNO3), calculated on the dried basis.

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

anol, water, and 1 M triethylammonium acetate (30:70:1)

Jnitrile, methanol, and 1 M triethylammonium acetate (25:75:0.2)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 70 30
5 70 30
10 44 56
27 44 56
30 25 75
35 25 75
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y solution: 0.1 mg/mL of USP Miconazole Nitrate RS and 6 pg/mL of USP Miconazole Related Compound F RS in Diluent.

y be needed to aid dissolution.

n: 0.1 mg/mL of USP Miconazole Nitrate RS in Diluent. Sonication may be needed to aid dissolution.
: 0.1 mg/mL of Miconazole Nitrate in Diluent. Sonication may be needed to aid dissolution.

> system

aphy (621), System Suitability.)

15nm

m x 10-cm; 2.6-pm packing L11

rature: 40°

nL/min

1e: 10 L

y

am suitability solution and Standard solution

tive retention times for miconazole related compound F and miconazole are 0.96 and 1.0, respectively.]
lirements

LT 1.5 between miconazole related compound F and miconazole, System suitability solution
'* NMT 2.0, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

» percentage of miconazole nitrate (C._H. CI N

18H74CLLN,O HNOS) in the portion of Miconazole Nitrate taken:

Result = (r /r)) x (C/C ) x 100
2ak response of miconazole from the Sample solution
2ak response of miconazole from the Standard solution

»ncentration of USP Miconazole Nitrate RS in the Standard solution (mg/mL)

sncentration of Miconazole Nitrate in the Sample solution (mg/mL)

wia: 98.0%-102.0% on the dried basis

(281): NMT 0.2%

ion B, Mobile phase, Diluent, and Chromatographic system: Proceed as directed in the Assay.
n: 1.2 pg/mL each of USP Miconazole Nitrate RS, USP Econazole Nitrate RS, USP Miconazole Related Compound C RS, USP
lated Compound F RS, and USP Miconazole Related Compound | RS in Diluent

: 600 pg/mL of Miconazole Nitrate in Diluent. Sonication may be needed to aid dissolution.

y

ard solution

le 2 for relative retention times.]

lirements

LT 1.5 between miconazole related compound C and miconazole related compound [; NLT 1.5 between miconazole related
| and econazole; and NLT 1.5 between miconazole related compound F and miconazole

dard deviation: NMT 3.0% for miconazole

dJard solution and Sample solution
» percentage of miconazole related compound C, miconazole related compound F, miconazole related compound |, or
nitrate in the portion of Miconazole Nitrate taken:

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

2ak response of miconazole related compound C, miconazole related compound F, miconazole related compound |, or

Documents

Document Sharing Hub

Full document details: Miconazole Nitrate


https://store.usp.org/product/1443500
https://store.usp.org/product/1443464
https://store.usp.org/product/1443500
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-BFBCC9D0-B91B-4F0B-8182-FD6BC37E0603_2_en-US
https://store.usp.org/product/1443500
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://store.usp.org/product/1443500
https://store.usp.org/product/1231808
https://store.usp.org/product/1443431
https://store.usp.org/product/1443464
https://store.usp.org/product/1443464
https://store.usp.org/product/1443497
https://store.usp.org/product/1443431
https://store.usp.org/product/1443464
https://store.usp.org/product/1443497
https://store.usp.org/product/1443497
https://store.usp.org/product/1231808
http://www.avadocuments.com/doc/miconazole-nitrate
http://www.avadocuments.com/doc/miconazole-nitrate

