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| Delayed-Release Tablets

-Release Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of bisacodyl (C NO,).

22H19

tIpenmiFicaion Tests (197), Infrared Spectroscopy: 1978 4 (cN 1-Mav-2020)

: Macerate a portion of powdered Tablets, equivalent to 300 mg of bisacodyl, with 100 mL of acetone. Heat on a steam bath

, and evaporate to about 20 mL. Add 200 mL of water, and warm the mixture on the steam bath, passing a stream of nitrogen
:e to evaporate the acetone. After 30 min, cool the mixture, and filter through a sintered-glass funnel. Discard the filtrate, and
ystals in 50 mL of acetone. Evaporate the solution to about 15 mL, add about 75 mL of water, heat on a steam bath for 15
sool. Scratch the sides of the beaker to induce crystallization, filter the crystals, and dry at 100° for about 15 min. Using the
re a solution (1 in 200) in chloroform.

ria: Meet the requirements

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

sodium acetate in water, adjusted with 2.5% (v/v) acetic acid to a pH of 7.4

>etonitrile and Buffer (45:55)

n: 0.5 mg/mL of USP Bisacodyl RS in acetonitrile

. Transfer a portion of finely powdered Tablets equivalent to 100 mg of bisacodyl, to a 200-mL volumetric flask, add 25 mL of
ke by mechanical means for 15 min followed by sonication for 15 min. Add 100 mL of acetonitrile, and shake by mechanical
nin followed by sonication for 15 min. Dilute with acetonitrile to volume, mix, and filter.

> system

aphy (621), System Suitability.)

65 nm

ng L2

9-mm x 30-cm; packing L1
_/min

1e: 10 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of bisacodyl (C22H19N04) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
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wria: 90.0%-110.0%

ESTS

1): Proceed as directed for Delayed-Release (Enteric-Coated) Tablets. The Tablets do not disintegrate after 1 h of agitation in
Tuid TS, but then disintegrate within 45 min in simulated intestinal fluid TS.

«6e Units (905): Meet the requirements

UIREMENTS
race: Preserve in well-closed containers at a temperature not exceeding 30°.
ANDARDS (171)

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

AYED-RELEASE TABLETS Documentary Standards Support SM32020 Small Molecules 3

:abase Information: Chromatographic Database

red In:
volume No. PF 39(3)
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