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polamine Bromide Tablets

Bromide Tablets contain NLT 93.0% and NMT 107.0% of the labeled amount of methscopolamine bromide (C18H24BrNO4).

OMATOGRAPHIC IDENTIFICATION TEST (201)
2r solution: Prepare a solution containing, in each 500 mL, 200 mg of bromothymol blue, 3.2 mL of 0.1 N sodium hydroxide,
tric acid monohydrate, and 6.3 mg of anhydrous dibasic sodium phosphate.

n: Prepare 0.025 mg/mL of USP Methscopolamine Bromide RS in water. Transfer 10 mL of this solution to a vessel

nL of chloroform and 10 mL of pH 7.3 dye-buffer solution. Shake vigorously for 3 min, centrifuge, and transfer 8 mL of the

er to a suitable container. Evaporate to dryness, and dissolve the residue in T mL of chloroform.

. Finely powder 1 Tablet, and transfer an amount equivalent to 0.5 mg of methscopolamine bromide to a suitable container.
vater, heat for 5 min on a steam bath with frequent agitation, and centrifuge to obtain a clear supernatant. Transfer 10 mL of
it to a vessel containing 10 mL of chloroform and 10 mL of pH 7.3 dye—buffer solution. Shake vigorously for 3 min, centrifuge,
mL of the chloroform layer to a suitable container. Evaporate to dryness, and dissolve the residue in 1 mL of chloroform.

ne: 50 pL

it system: Butyl alcohol, water, and glacial acetic acid (4:5:1). Transfer a measured volume of the upper organic layer to a

ner, and mix with a volume of alcohol equivalent to 20% of the volume of the organic layer.

otassium-bismuth iodide TS

dard solution and Sample solution

vent front to move three-fourths of the length of the plate, remove the plate from the developing chamber, mark the solvent
dry the plate under a current of air for 30 min. Spray the plate evenly with Spray reagent.

wia: The chromatogram of the Sample solution shows a bright orange spot on a yellow background corresponding in R_ value

f the Standard solution. [Note—Bromothymol blue produces a dark yellow spot at an R value of 0.8]

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 405

on containing 5.16 g/L of sodium 1-hexanesulfonate monohydrate and 3.40 g/L of monobasic potassium phosphate in
| with 1 M phosphoric acid to a pH of 2.8

r
dnitrile
2e Table 1. Return to original conditions and re-equilibrate the system.

Table 1
Time Solution A Solution B
(min) (%) (%)
0 87 13
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rile and Buffer (13:87)

n: 0.125 mg/mL of USP_Methscopolamine Bromide RS in Diluent

. Place 10 Tablets in a 200-mL volumetric flask. Add about 180 mL of Diluent, and sonicate for 30 min. Shake by mechanical
nin, dilute with Diluent to volume, and mix. Further dilute with Diluent, if needed, to obtain the solution with a nominal

of 0.125 mg/mL of methscopolamine bromide. Centrifuge for about 10 min and use the clear supernatant.

> system

graphy (621), System Suitability.)

10 nm

m x 10.0-cm; monolithic packing L1
rature: 40°

_/min

1e: 50 pL

y

ard solution

lirements

dard deviation: NMT 1.0% 425 (usp41)

dard solution and Sample solution

: percentage of the labeled amount of methscopolamine bromide (C18H24BrNO4) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100
aak response from the Sample solution

2ak response from the Standard solution

>ncentration of USP Methscopolamine Bromide RS in the Standard solution (mg/mL)
»minal concentration of methscopolamine bromide in the Sample solution (mg/mL)
wia: 93.0%-107.0%

ESTS

ydrochloric acid; 500 mL
rpm

e buffer: 5.44 g/L of monobasic potassium phosphate in water, adjusted with 1 N phosphoric acid to a pH of 3.0

ethanol and pH 3.0 phosphate buffer (1:3)

n: Solution of USP Methscopolamine Bromide RS in Medium having a known concentration similar to the one expected in the
n

. Use portions of the Sample solution that have been passed through a 0.45-um PTFE filter.
> system
aphy (621), System Suitability.)

04 nm

m x 15-cm; packing L1
rature: 30°

_/min

1e: 25 uL

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%
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