| on 14-Feb-2025

orto 2013

onographs
24CF-4385-B54B-3C0445CBF73D_1_en-US
31003/USPNF_M17626_01_01

X Topical Solution

Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of ciclopirox (C NO,).

12H17

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

: Standard solution and Sample solution from light.]

5.25 g of citric acid and 25 mL of 0.1 M edetate disodium to a 1-L volumetric flask, and dilute with water to volume. Adjust
ted sodium hydroxide solution to a pH of 6.5.

.cetonitrile and Buffer (35:65)

n: 0.2 mg/mL of USP Ciclopirox RS and 1 pg/mL each of USP Ciclopirox Related Compound B RS and USP. Ciclopirox Related
RS in methanol

12 Equivalent to 0.2 mg/mL of ciclopirox in methanol from Topical Solution. Pass through a filter of 0.45-um pore size, and use

ic system
raphy (621), System Suitability.)

303 nm

1x 12.5-cm; 5-um packing L1

srature: 30 £ 5°

mL/min

nes the retention time of the major peak

20 pL

ity

lard solution

rmation only, see Table 1 for relative retention times of impurities.]

uirements
NLT 3.0 between ciclopirox and ciclopirox related compound B; and NLT 3.0 between ciclopirox related compound C and

r: NMT 2.0 for the ciclopirox peak
1dard deviation: NMT 2.0% for the ciclopirox peak

1dard solution and Sample solution

e percentage of the labeled amount of ciclopirox (C NOZ) in the portion of Topical Solution taken:

12H‘|7

Result = (r,/r;) x (C/C ) x 100
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eria: 90.0%-110.0%

"ESTS
3): Meets the requirement

hase, Standard solution, Sample solution, Chromatographic system, and System suitability: Proceed as directed in the

le solution
e percentage of each impurity in the portion of Topical Solution taken:

Result = (r,/r.) x (1/F) x 100
eak response of each individual impurity from the Sample solution
um of responses of all the peaks in the Sample solution

2lative response factor (see Table 1)

eria: See Table 1.

Table 1
Relative Relative Acceptance
>mpound Retention Response Criteria,
Time Factor NMT (%)
lated compound C 0.54 1.3 0.5
1.0 - -
lated compound
1.87
fied individual A
1.0 0.2
lies = - 1.2

purity already monitored in the drug substance.

ation Tests (61)andTests For Seeciriep Microoreanisms (62): The total aerobic microbial count does not exceed 102 cfu/g, and

d molds and yeasts count does not exceed 107 cfu/g.

JUIREMENTS
srace: Preserve in well-closed containers, protected from light. Store at controlled room temperature.
TANDARDS (11)

:«d Compound B RS
methyl-2-pyrone.
192.25
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