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Ipratropium Nebuliser Solution

General Notices
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inergic@@c) bronchodilator.

Ipratropium Nebuliser Solution is a solution of Ipratropium Bromide in a suitable vehicle, intended to
be converted into aerosols by a nebuliser.

The nebuliser solution complies with the requirements stated under Preparations for Inhalation and
with the following requirements.




Content of anhydrous ipratropium bromide, C,,H,,NO,Br

95.0 to 105.0% of the stated amount.

IDENTIFICATION

In the Assay, record the UV spectrum of the principal peak in the chromatograms obtained with

solutions (1) and (2) with a diode array detector in the range of 210 to 400 nm.

n is conco%
the retention time of the principal peak in the chromatogram obtained ion (1) is ilart
that of the peak in the chromatogram obtained with solution (2). E

TESTS 0 \2\?

Acidity Q
pH, 3.0 to 4.0, Appendix V L.
Related substances O

/, Appendix |ll D, using the following solutions.

The UV spectrum of the principal peak in the chromatogram obtained with
with that of the peak in the chromatogram obtained with solution (2);

2%

Carry out the method for Jiqui tograp

(1) Dilute a quantit [ if necessary, with sufficient 0.001m hydrochloric acid to

(2) Dilute 1 volt
(3) 0.005%
BPCRS in 0.007
(4) Dilute 1

GRAPHIC C
e a stainle umn (12.5 cm x 4.6 mm) packed with octylsilyl silica gel for
c atogra (5 um) (Columbus C8 is suitable).
a I

(b) Useij n using the mobile phase described below.

(c) Use te of 0.5 mL per minute.

(d) Use an ambient column temperature.

(e) Detection wavelength of 210 nm.

(f) Inject 20 uL of each solution.

(g) For solution (1) allow the chromatography to proceed for 6 times the retention time of
ipratropium.

MOBILE PHASE



A mixture of 4 volumes of freshly distilled triethylamine, 50 volumes of propan-2-ol R1, 100 volumes
of acetonitrile R1 and 850 volumes of a 0.1% w/v solution of sodium methanesulfonate. Adjust the pH
of the mixture to 3.0 with orthophosphoric acid.

SYSTEM SUITABILITY

The test is not valid unless, in the chromatogram obtained with solution (3), the resolution between

the peaks due to ipratropium and impurity B is at least 1.2.

CALCULATION OF IMPURITIES

For each impurity, use the concentration of anhydrous ipratropium bromid tion (2). @
For the reporting threshold, use the concentration of anhydrous ipratrapidm bremide in sol@itio :

For peak identification, use solution (3). v

Ipratropium retention time: about 11 minutes. %

Relative retentions: impurity B, about 1.1; impurity D, abaut 1%4; impurity C, ab Agimpurity F,

about 4.5.

LIMITS
— unspecified impurities: for eachd not more than 0.5
— total impurities: not more than @
— reporting threshold: 0.4%. &
ASSAY

CHROMAT! ONDITIONS

The chromatographic procedure described under Related substances may be used.
SYSTEM SUITABILITY
The test is not valid unless, in the chromatogram obtained with solution (3), the resolution between

the peaks due to ipratropium and impurity B is at least 1.2.

DETERMINATION OF CONTENT



Calculate the content of C,,H,,NO, in the solution using the declared content of C,,H,,NO,Br,H,O in
ipratropium bromide BPCRS. Each mg of C,,H,,BrNO,,H,O is equivalent to 0.9581 mg of
C,oH;,BrNO,.

STORAGE

Ipratropium Nebuliser Solution should be stored protected from light in a sealed container.

LABELLING

The quantity of active ingredient is stated in terms of the equivalent am nhydrousfipratro
bromide. Q~
IMPURITIES

The impurities limited by the requirements of this
Ipratropium Bromide.

) D and F listed under
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