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1m Bromide

from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
0230728.

CHy

; Br . H,0

430.38
412.37
2.1]octane, 3-(3-hydroxy-1-oxo-2-phenylpropoxy)-8-methyl-8-(1-methylethyl)-, bromide, monohydrate(endo,syn)-, (+)-;
sopropyl-1aH,5aH-tropanium bromide (t)-tropate monohydrate;
dydroxy-2-phenylpropanoyl)oxy]-8-isopropyl-8-methyl-8-azabicyclo[3.2.1]octan-8-ium bromide monohydrate CAS RN®:
J697UZ2A9J..
IN®: 22254-24-6; UNII: VIVAXT1P2Z1..

de contains NLT 98.0% and NMT 102.0% of ipratropium bromide (ConsoBfNoa)' calculated on the anhydrous basis.

penTIFicATIoN Tests (197), Infrared Spectroscopy: 197M

:sTs—GenerAL (191), Chemical Identification Tests, Bromide
10 mg/mL of Ipratropium Bromide in water

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

'L of dibasic sodium phosphate dihydrate in water

of monobasic sodium phosphate dihydrate and 2.0 g/L of tetrapropylammonium chloride in water. Adjust with Solution A to a

ethanol and Buffer (13:87). [Note—Do not use the Mobile phase after 36 h.]
'y solution: 0.5 mg/mL of USP Ipratropium Bromide RS and 0.1 mg/mL of USP Ipratropium Bromide Related Compound C RS

2

n: 0.5 mg/mL of USP Ipratropium Bromide RS in Mobile phase
© 0.5 mg/mL of Ipratropium Bromide in Mobile phase

> system

aphy (621),_System Suitability.)

20 nm
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tive retention times for ipratropium bromide related compound C and ipratropium are about 0.7 and 1.0, respectively.]
lirements

LT 4 between ipratropium bromide related compound C and ipratropium, System suitability solution

* NMT 2.5, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

: percentage of ipratropium bromide (ConsoBrNos) in the portion of Ipratropium Bromide taken:

Result = (r /r)) x (C/C ) x 100
aak response of ipratropium from the Sample solution
2ak response of ipratropium from the Standard solution

»ncentration of USP Ipratropium Bromide RS in the Standard solution (mg/mL)

sncentration of Ipratropium Bromide in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%

M Bromibe ReLaTED CompounD A

f ammonium acetate in water. Adjust with glacial acetic acid to a pH of 4.0.
setonitrile and Buffer (90:10)

ydrochloric acid

olution: 10 ug/mL of USP Ipratropium Bromide Related Compound A RS in Diluent
n: 0.1 pg/mL of USP Ipratropium Bromide Related Compound A RS from Standard stock solution in Diluent

on: 0.071 pg/mL of USP Ipratropium Bromide Related Compound A RS from Standard solution in Diluent

100 pg/mL of Ipratropium Bromide in Diluent
> system
aphy (621), System Suitability.)

5 spectrometer

ectrospray positive ion. [Note—Adjustments to the electrospray source parameters including the probe temperature, cone
d capillary voltage may be necessary to meet Suitability requirements.]

node: Selected ion monitoring (SIM) mode with m/z of 184.2 for the ipratropium related compound A cation
m x 5-cm; 5-um packing L9

rature: 20°

nL/min

1e: 5L

1.5 times the retention time of ipratropium bromide related compound A

y

dard solution and Sensitivity solution

lirements

dard deviation: NMT 10.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of ipratropium bromide related compound A in the portion of Ipratropium Bromide taken:

Result = (r /r)) x (C/C ) x 100
2ak response of ipratropium bromide related compound A from the Sample solution

2ak response of ipratropium bromide related compound A from the Standard solution
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