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role for Oral Suspension

ral Suspension contains NLT 90.0% and NMT 110.0% of the labeled amount of fluconazole (C F2N60). It may contain a

13H12
rative.

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

rric acid: Phosphoric acid (1 in 10)

of monobasic potassium phosphate, adjusted with Diluted phosphoric acid to a pH of 2.5

.cetonitrile and Buffer (20:80)

ol and water (50:50)

ity solution: 0.1 mg/mL of USP Fluconazole RS and 0.024 mg/mL of USP Sodium Benzoate RS in Diluent
in: 0.1 mg/mL of USP Fluconazole RS in Diluent

12 Reconstitute the sample as directed on the label. Transfer an accurately weighed quantity of the suspension to a suitable
sk to obtain a nominal concentration of 0.1 mg/mL of fluconazole. Sonicate in 70% of the flask volume of Diluent for 20 min
:nt shaking. Dilute with Diluent to final volume, mix, centrifuge, and pass through a suitable membrane filter.

ic system

raphy (621), System Suitability.)

nm
am x 15.0-cm; 5-pm packing L1

mL/min

me: 50 pL

ity

'm suitability solution

uirements

NLT 5.0 between the fluconazole and benzoate peaks
r: NMT 2.0 for the fluconazole peak

1dard deviation: NMT 2.0% for the fluconazole peak

1dard solution and Sample solution

e percentage of the labeled amount of fluconazole (C13H12F2N60) in the portion of Fluconazole for Oral Suspension taken:

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

ieak response from the Sample solution
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'ESTS

ar; 900 mL for 200 mg/5 mL suspension; 500 mL for 50 mg/5 mL suspension
50 rpm

k solution: 1.1 mg/mL of USP Fluconazole RS in methanol

tion

L suspension: 0.22 mg/mL of USP Fluconazole RS in Medium from the Standard stock solution

suspension: 0.11 mg/mL of USP Fluconazole RS in Medium from the Standard stock solution

on: Reconstitute the suspension according to the label instructions. Weigh, and transfer an amount of the reconstituted

equivalent to 1 dose to the vessel. At the time specified withdraw 10 mL of the solution under test, and pass through a
'r of 0.45-pum pore size.
Acetonitrile and water (20:80)
»hic system
atography (621), System Suitability.)

1260 nm

-mm x 15-cm; 5-um packing L1
perature: 40°

5 mL/min

ume: 50 pL

ility

ndard solution

:quirements

fficiency: NLT 2000 theoretical plates
stor: NMT 2.0

tandard deviation: NMT 1.0%

andard solution and Sample solution

the percentage of the labeled amount of fluconazole (C13H12F2N60) dissolved (Q):

Result = (r,/rg) x Cox (V,/V,) x (1/L) x 100
peak response from the Sample solution
peak response from the Standard solution
concentration of the Standard solution (mg/mL)

volume of Medium (900 mL or 500 mL)

volume of the reconstituted suspension in the Sample solution (mL). [Note—This is equivalent to the weight (g) of the
reconstituted suspension in the Sample solution divided by the density of the reconstituted solution (g/mL).]

label claim (mg/mL)

LT 85% (Q) of the labeled amount of fluconazole (C F,N.0) is dissolved.

13H12
yduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
2r; 900 mL for 200 mg/5 mL suspension; 500 mL for 50 mg/5 mL suspension

75 rpm
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