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polamine Bromide

Hj

Br

398.29
yclo[3.3.1.024|nonane, 7-(3-hydroxy-1-oxo-2-phenylpropoxy)-9,9-dimethyl-, bromide, [7(S)-(1,28,4B,5¢,7f]-;
droxy-8-methyl-1aH,5aH-tropanium bromide (-)-tropate;
{1(S)-3-Hydroxy-2-phenylpropanoyl]oxy}-9,9-dimethyl-3-oxa-9-azatricyclo[3.3.1.024]nonan-9-ium bromide CAS RN®: 155-41-
TWL.

Bromide contains NLT 97.0% and NMT 103.0% of methscopolamine bromide (C18H24BrNO4), calculated on the dried basis.

 IpenmiFicaion Tests (197), Infrared Spectroscopy, 197A or 197K, (N 1-Mav-2020) : Meets the requirements

:sts—GeneraL (191), Chemical Identification Tests, Bromide
50 mg/mL in water

ria: Meets the requirements

n containing 5.16 g/L of sodium 1-hexanesulfonate monohydrate and 3.40 g/L of monobasic potassium phosphate in water,

| M phosphoric acid to a pH of 2.8

dnitrile and Buffer (15:85)

Jnitrile and Buffer (50:50)

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

Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
3 100 0
10 85 15

n: 1.0 mg/mL of USP Methscopolamine Bromide RS in Solution A
: 1.0 mg/mL of Methscopolamine Bromide in Solution A
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1e: 5L

y

ard solution

lirements

dard deviation: NMT 1% for 6 replicate injections

dard solution and Sample solution

: percentage of methscopolamine bromide (C18H24BrNO4) in the portion of Methscopolamine Bromide 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)

»ncentration of Methscopolamine Bromide in the Sample solution (mg/mL)

ria: 97.0%-103.0% on the dried basis

(281): NMT 0.1%

A, Solution B, Mobile phase, and Sample solution: Prepare as directed in the Assay.
frobromide solution: 0.05 mg/mL of USP Scopolamine Hydrobromide RS in Solution A
'y solution: 1.0 mg/mL of USP Methscopolamine Bromide RS and 1.0 pg/mL of USP Scopolamine Hydrobromide RS in

n the Scopolamine hydrobromide solution. [Note—This solution contains 0.1% of scopolamine hydrobromide.]
olution: Prepare as directed for the Standard solution in the Assay.
solution: 0.5 pg/mL of USP Methscopolamine Bromide RS in Solution A, from the Standard stock solution

> system: Proceed as directed in the Assay.

y

N suitability solution

lirements

ILT 1.5 between methscopolamine and scopolamine
* NMT 2.0 for the methscopolamine peak

le solution
: percentage of each impurity in the portion of Methscopolamine Bromide taken:

Result = (r,/r)) x (1/F) x 100
sak area of any impurity from the Sample solution
rak area of methscopolamine from the Sample solution

lative response factor (see Table 2)

rria: See Table 2. Disregard any peak with an area less than that of the methscopolamine peak of the Diluted standard
isregard any peak that is due to Solution A.

Table 2
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
0.4 2.4 0.1
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