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zine Hydrochloride Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click
nf.com/rb/fluphenazine-hcl-tabs-20200720.

‘ochloride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of fluphenazine hydrochloride (022H26F3N3OS :

the following procedures, protect samples, the Reference Standard, and solutions containing them by conducting the
tt delay, under subdued light, or using low-actinic glassware.]

OMATOGRAPHY
)l and water (80:20)
n: 20 mg/mL of USP Fluphenazine Hydrochloride RS in Diluent prepared as follows. Transfer 10 mg of USP Fluphenazine

RS to a separator. Add 5 mL of water and 20 mL of dilute hydrochloric acid (1 in 120) to the separator, shake for 10 min, and
thloroform-saturated sodium carbonate solution (1 in 10). Extract the resulting mixture with five 20-mL portions of

aking gently to avoid emulsion formation, and pass the extract through a chloroform-washed cotton filter into a 150-mL

ate the extract on a steam bath to dryness, and dissolve the residue in 0.5 mL of Diluent.

: Nominally 20 mg/mL of fluphenazine hydrochloride from Tablets in Diluent prepared as follows. Transfer a portion of finely
ets, equivalent to 10 mg of fluphenazine hydrochloride, to a separator. Add 5 mL of water and 20 mL of dilute hydrochloric
to the separator, shake for 10 min, and add 20 mL of chloroform-saturated sodium carbonate solution (1 in 10). Extract the
rre with five 20-mL portions of chloroform, shaking gently to avoid emulsion formation, and pass the extract through a

shed cotton filter into a 150-mL beaker. Evaporate the extract on a steam bath to dryness, and dissolve the residue in 0.5 mL

> system
aphy (621), General Procedures, Thin-Layer Chromatography.)

5-mm layer of chromatographic silica gel mixture

lume: 10 pL

vent system: Acetone, cyclohexane, and diethylamine (40:15:1)
Sulfuric acid in methanol (2 in 5)

dard solution and Sample solution

ots to dry, and develop the chromatogram in the Developing solvent system until the solvent front has moved three-fourths of
of the plate. Locate the spots on the plate by lightly spraying it with Spray reagent.

wia: The R_value and color of the principal spot of the Sample solution correspond to those of the Standard solution.

ilonobasic potassium phosphate adjusted with phosphoric acid to a pH of 2.5

rile, methanol, and Buffer (30:30:40)

2% triethylamine in Diluent

n: 0.06 mg/mL of USP Fluphenazine Hydrochloride RS in Diluent

lution: Transfer 6 Tablets to a suitable volumetric flask, add Diluent, shake for 1 h, and sonicate for 10 min or until a fine

obtained.
: Nominally 0.06 mg/mL of fluphenazine hydrochloride from Sample stock solution in Diluent. Filter, and use the filtrate after
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1e: 25 uLb

y

ard solution

lirements

iency: NLT 2000 theoretical plates
* NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of fluphenazine hydrochloride (C_,H,F,N,0S - 2HCI) in the portion of Tablets taken:

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

»ncentration of USP Fluphenazine Hydrochloride RS in the Standard solution (mg/mL)

»minal concentration of fluphenazine hydrochloride in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS

ul-2020)
N hydrochloric acid; 900 mL
00 rpm

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

vitrile, methanol, and Buffer (30:30:40)

0.3% triethylamine in Diluent

n: Dilute a portion of the solution under test with an equal volume of Mobile phase.

ion: USP Fluphenazine Hydrochloride RS at a concentration and composition similar to that of the Sample solution

hic system and System suitability: Proceed as directed in the Assay, except use a flow rate of 2 mL/min and an injection
)0 pL.

nple solution and Standard solution

the amount of fluphenazine hydrochloride (C22H26F3N3OS - 2HCI) dissolved.

T75% (Q) of the labeled amount of fluphenazine hydrochloride (C F,N,0S- 2HCI) is dissolved.

22M26
'oduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
hydrochloric acid; 500 mL

00 rpm

1oric acid solution: Transfer 10 mL of phosphoric acid to a 100-mL volumetric flask containing about 50 mL of water. Cool
th water to volume.

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

stonitrile, methanol, and Buffer (30:30:40)

To each liter of Solution A, add 3.0 mL of triethylamine.

m and Mobile phase (50:50)

t solution: 0.1 mg/mL of USP Fluphenazine Hydrochloride RS in Diluent. Sonicate to dissolve if needed.

ion: (L/1000) mg/mL of USP Fluphenazine Hydrochloride RS from the Standard stock solution in Diluent, where L is the label
Tablet

solution: Pass a portion of the solution under test through an appropriate filter, and discard the first 2 mL of filtrate.
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