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ne Capsules

les contain NLT 90.0% and NMT 110.0% of the labeled amount of flucytosine (C,H,FN,0).

; IenTiFicaTion Tests (197), Ultraviolet Absorption: 197U

le: 260-350 nm
drochloric acid
n: 8 pg/mL of USP Flucytosine RS in Diluent

lution: Nominally 1 mg/mL of flucytosine in Diluent prepared as follows. Remove the contents of Capsules (NLT 20) as

possible, and weigh. Transfer a portion of the powder, nominally equivalent to 250 mg of flucytosine, to a 250-mL volumetric
nL of Diluent, shake by mechanical means for 30 min and dilute with Diluent to volume. Pass the solution through a suitable

or of 0.45-um pore size.

 Nominally 8 pg/mL of flucytosine in Diluent from Sample stock solution

wia: Meet the requirements 4 (Usp 1-May-2022)

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

_ of monobasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 2.0.

'r and methanol (98:2)
r and methanol (85:15)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
5 100 0
10 0 100
35 0 100
35.1 100 0
45 100 0
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> system
graphy (621), System Suitability.)

84 nm

m x 25-cm; 5-um packing L1
nL/min

1e: 20 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution
: percentage of the labeled amount of flucytosine (C4H4FN30) in the portion of Capsules taken:

Result = (r /r)) x (C/C ) x 100
2ak response of flucytosine from the Sample solution
2ak response of flucytosine from the Standard solution
sncentration of USP Flucytosine RS in the Standard solution (mg/mL)
>minal concentration of flucytosine in the Sample solution (mg/mL) 4 (UsP 1-May-2022)
wria: 90.0%-110.0%

ESTS

900 mL
rpm

1022)

n: USP Flucytosine RS in Medium

: Dilute with Medium to a concentration that is similar to that of the Standard solution.
»nditions

-Visible Spectroscopy (857).)

elength: 276 nm

dard solution and Sample solution
: percentage of the labeled amount of flucytosine (C4H4FN3O) dissolved:

Result = (A /A) x C,x D x Vx (1/L) x 100
ysorbance of the Sample solution
ssorbance of the Standard solution
»ncentration of USP Flucytosine RS in the Standard solution (mg/mL)

lution factor of the Sample solution

lume of Medium, 900 mL

bel claim (mg/CapsuIe)A (USP 1-May-2022)
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