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rosize Griseofulvin Tablets

seofulvin Tablets are composed of ultramicrosize crystals of Griseofulvin dispersed in Polyethylene Glycol 6000 or dispersed

e means. They contain NLT 90.0% and NMT 115.0% of the labeled amount of griseofulvin (CWHWCIOG).

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

.cetonitrile, tetrahydrofuran, and water (35:5:60). Degas for 5 min before use, and stir continuously during use.

solution: 1.25 mg/mL of USP Griseofulvin RS in methanol

in: 0.125 mg/mL of USP Griseofulvin RS in Mobile phase from the Standard stock solution

dlution: Nominally 1.25 mg/mL of griseofulvin prepared as follows. Weigh and powder NLT 20 Tablets. Transfer an accurately

on of the powder, equivalent to about 125 mg of griseofulvin, to a 100-mL volumetric flask. Add 70 mL of methanol, shake by
eans for 30 min, and dilute with methanol to volume. Filter a portion of this solution, discarding the first 5 mL of the filtrate.

12 Nominally 0.125 mg/mL of griseofulvin in Mobile phase from the Sample stock solution prepared as follows. Dilute 5.0 mL of
te from the Sample stock solution with Mobile phase to 50 mL.

ic system

-aphy (621), System Suitability.)

254 nm

am x 25-cm; packing L10
IL/min

me: 20 pL

ity

lard solution

uirements

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of griseofulvin (C CIOG) in the portion of Tablets taken:

17H17
Result = (r/rg) x (C/C) x P x Fx 100
ieak response from the Sample solution

ieak response from the Standard solution

:oncentration of USP Griseofulvin RS in the Standard solution (mg/mL)
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'ESTS

- of sodium lauryl sulfate in water; 1000 mL
rpm

ol and water (40:10)
12 Sample per Dissolution (711). Dilute with Diluent, if necessary.
n: USP Griseofulvin RS at a known concentration similar to that in the Sample solution, prepared in the same medium

nditions
relength: 291 nm

iple solution and Standard solution

he amount of griseofulvin (C ClO,) dissolved.

17H17

"80% (Q) of the labeled amount of griseofulvin (C Clo,) is dissolved.

17H17

ace Units (905): AMeet the requirements 4 (cN 1-Aug-2023)

antent uniformity
tion: 10 pg/mL of USP Griseofulvin RS in methanol
on: Nominally 10 pg/mL of griseofulvin in methanol prepared as follows. Transfer 1 Tablet to a suitable container; add a

1ethanol sufficient to yield a concentration of griseofulvin NMT 1 mg/mL; shake by mechanical means for 1 h, or longer if

o disperse the specimen completely; and sonicate for 1 min. Centrifuge a portion of this solution, and quantitatively dilute a
olume of the clear supernatant to obtain a solution containing 10 pg/mL of griseofulvin.

10l

nditions

relength: 292 nm

1dard solution, Sample solution, and Blank

e percentage of the labeled amount of griseofulvin (C CIOG) in the Tablet taken:

17H17
Result = (A /AJ) x (C/C,) x P x F x 100

bsorbance of the Sample solution

ibsorbance of the Standard solution

:oncentration of USP Griseofulvin RS in the Standard solution (mg/mL)

:oncentration of the Sample solution (mg/mL)

iotency of griseofulvin in USP_Griseofulvin RS (ug/mg)

:onversion factor, 0.001 mg/ug

023)
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