on 15-Feb-2025

)f 01-May-2022

nographs
04D-4264-A068-C381CDEF6872_3_en-US
1003/USPNF_M55038_03_01

n Ointment

1t contains NLT 90.0% and NMT 110.0% of the labeled amount of mupirocin (C,H,,0,).

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

f sodium phosphate, monobasic. Adjust with 10 N sodium hydroxide TS to a pH of 6.3.
zetonitrile and Buffer (1:3)
n: 0.11 mg/mL of USP Mupirocin Lithium RS prepared as follows. Transfer a suitable amount of USP Mupirocin Lithium RS to

>lumetric flask, add 25% of the total volume of acetonitrile, and swirl to dissolve. Dilute with Buffer to volume.

y solution: Adjust 10 mL of Standard solution with 6 N hydrochloric acid TS to a pH of 2.0, allow to stand for 2 h, and adjust
1 hydroxide TS to a pH of 6.3.

: Nominally 0.1 mg/mL of mupirocin from Ointment prepared as follows. Dissolve a quantity of Ointment, equivalent to 10 mg

125 mL of acetonitrile. Transfer this solution, with the aid of Buffer, to a 100-mL volumetric flask, and dilute with Buffer to

> system

29 nm. For Identification B, use a diode array detector in the range of 200-400 nm.

m x 25-cm; 10-pm packing L1

_/min

1e: 20 L

y

dard solution and System suitability solution

lirements

LT 2.0 between mupirocin pyranyl analog and mupirocin, System suitability solution

iydrolysis products are formed, with the following elution order: mupirocin furonyl analog, mupirocin pyranyl analog, and

» NMT 2, Standard solution
dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

» percentage of the labeled amount of mupirocin (C 09) in the portion of Ointment taken:

26H44
Result = (r,/r)) x (C/C,) x Px F x 100
2ak response of mupirocin from the Sample solution

2ak response of mupirocin from the Standard solution

»ncentration of USP Mupirocin Lithium RS in the Standard solution (mg/mL)
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g/L of ammonium acetate. Adjust with acetic acid, glacial to a pH of 5.7.
hydrofuran and water (1:1)

g/L of sodium acetate, anhydrous. Adjust with acetic acid, glacial to a pH of 4.0.

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 58 42
25 58 42
45 20 80
60 20 80
65 58 42
75 58 42

)l and Solution C (1:1)
'y solution: 0.1 mg/mL of USP Mupirocin Lithium RS in Diluent. Adjust with 6 N Hydrochloric Acid TS to a pH of 2.0 and allow
N

on: 0.002 mg/mL of mupirocin from USP Mupirocin Lithium RS in Diluent

n: 0.025 mg/mL of mupirocin from USP Mupirocin Lithium RS in Diluent

: Nominally 5 mg/mL of mupirocin in Diluent, prepared as follows. Accurately weigh 5.0 g of Ointment (equivalent to about
sirocin) and transfer it to a 50-mL glass centrifuge test tube. Add 20.0 mL of Diluent and sonicate in ice cold water for 5 min
ss through a suitable filter prior to use. Use freshly prepared solution.

> system

aphy (621), System Suitability.)

40 nm

m x 25-cm; 5-ym packing L1

rature: 30°

nL/min

1e: 20 L

y

>m suitability solution, Sensitivity solution, and Standard solution
lirements

LT 7.0 between mupirocin pyranyl analog and mupirocin, System suitability solution
dard deviation: NMT 5.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of each impurity in the portion of Ointment taken:

Result = (r /r) x (C/C, ) x Px Fx 100
2ak area of any impurity from the Sample solution

2ak area of mupirocin from the Standard solution
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