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shol Chloride Tablets

ide Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of bethanechol chloride (C_H, CIN,0,).

iIpenmiFicaion Tests (197), Infrared Spectroscopy: 197My4 (N 1-Mav-2020)

lly 100 mg of bethanechol chloride from a suitable portion of pulverized Tablets prepared as follows. Pulverize a portion of
lent to 100 mg of bethanechol chloride. Add 15 mL of ether, and allow to digest for 15 min. Decant the ether, again extract
h 10 mL of ether, and discard the ether extracts. Add 30 mL of alcohol to the residue. Shake for 10 min, and allow to stand
quent agitation. Filter with suction, and evaporate the filtrate on a steam bath to dryness: the bethanechol chloride so
rystallized from alcohol and dried at 105° for 2 h.

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

of edetic acid in solution prepared as follows. Transfer a portion of edetic acid to a suitable volumetric flask. Dissolve with
1% of the final volume. Add 0.3 mL of nitric acid per L, and dilute with water to volume.

setonitrile and Buffer (5:95)

y solution: 0.1 mg/mL of bethanechol chloride in solution prepared as follows. Transfer a portion of bethanechol chloride to
metric flask. Add 4% of the final volume of 0.1 N sodium hydroxide, and allow to stand for 15 min. Add 4% of the final volume
shloric acid. Dissolve in and dilute with Mobile phase to volume.

n: 0.1 mg/mL of USP Bethanechol Chloride RS in Mobile phase

: Nominally 0.1 mg/mL of bethanechol chloride from a suitable amount of powdered Tablets in solution prepared as follows.
>f fine powder, equivalent to 1 Tablet, from NLT 20 Tablets to a suitable volumetric flask. Dissolve in Mobile phase, using

1e final volume. Sonicate for 20 min. Shake by mechanical means for 15 min. Dilute with Mobile phase to volume, and mix.
for 10 min, and pass through a 1-um glass filter, discarding the first 3 mL of the filtrate.

> system

aphy (621), System Suitability.)

luctivity
m x 15.0-cm; packing L55

_/min

1e: 50 pL

y

am suitability solution and Standard solution

le 1 for the relative retention times.]

lirements

LT 0.8 between desacetyl methacholine and bethanechol chloride, System suitability solution
= NMT 3.5, Standard solution

dard deviation: NMT 3.0%, Standard solution
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2ak response from the Standard solution

>ncentration of USP Bethanechol Chloride RS in the Standard solution (mg/mL)

>minal concentration of the Sample solution (mg/mL)
wia: 90.0%-110.0%

ESTS

ydrochloric acid; 900 mL
rpm

1ase, and System suitability solution: Proceed as directed in the Assay.
n: (L/900) mg/mL of USP Bethanechol Chloride RS in Medium, where L is the label claim in mg/Tablet
. A portion of solution under test

> system and System suitability: Proceed as directed in the Assay, except for the following parameters:
1es

'm suitability solution: 50 pL

lard solution and Sample solution: 100 pL

dard solution and Sample solution

s percentage of the labeled amount (Q) of bethanechol chloride (C_H,CIN,0,) dissolved:

Result = (r,/r)) x Cox V x (1/L) x 100
2ak response from the Sample solution
sak response from the Standard solution

»ncentration of USP Bethanechol Chloride RS in the Standard solution (mg/mL)

>lume of the Medium, 900 mL

bel claim (mg/Tablet)

80% (Q) of the labeled amount of bethanechol chloride (C,H,,CIN,0,) is dissolved.

17
«6E Units (905): Meet the requirements

of methanesulfonic acid in water

>etonitrile and Buffer (5:95)

y solution: 0.1 mg/mL of bethanechol chloride in solution prepared as follows. Transfer the bethanechol chloride to a

etric flask. Add 4% of the final volume of 0.1 N sodium hydroxide, and allow to stand for 15 min. Add 4% of the final volume
shloric acid. Dissolve in and dilute with Mobile phase to volume.

n: 1 pg/mL of USP Bethanechol Chloride RS in Mobile phase

: Nominally 0.1 mg/mL of bethanechol chloride from a suitable amount of powdered Tablets in solution prepared as follows.

>f fine powder, equivalent to 1 Tablet, from NLT 20 Tablets to a suitable volumetric flask. Dissolve in Mobile phase, using
1e final volume. Sonicate for 20 min. Shake by mechanical means for 15 min. Dilute with Mobile phase to volume, and mix.
for 10 min, and pass through a 1-um glass filter, discarding the first 3 mL of the filtrate.

> system

aphy (621), System Suitability.)

luctivity
m x 15.0-cm; packing L55
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