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Metoclopramide Oral Solution

General Notices

Details for the public consultation of this monograph are as follows:
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DEFINITI

al solutign cornplies’with the requirements stated under Oral Liquids and with the following
requireme

Content of amhydrous metoclopramide hydrochloride, C,,H,,CIN,0,,HCI

95.0 to 105.0% of the stated amount.

IDENTIFICATION



A. Inthe 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 200 to 400 nm.

The UV spectrum of the principal peak in the chromatogram obtained with solution (1) is concordant
with that of the peak in the chromatogram obtained with solution (2);

the retention time of the principal peak in the chromatogram obtained with solution (1) is similar to
that of the peak in the chromatogram obtained with solution (2).

B. Yields the reactions characteristic of chlorides, Appendix VI.

TESTS

Related substances

Carry out the method for liquid chromatography, Appendix I followi S.
(1) Mix a quantity of the oral solution containing the equival mg of a u
metoclopramide hydrochloride with sufficient of the mobilg phasg'to prod 1 d filter

(Whatman GF/C filter paper is suitable).
(2) Dilute 1 volume of solution (1) to 200 volu
(3) 0.0001% wi/v of metoclopramide hydrochlOhig
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CHROMATOGRAPHIC CONDITIONS
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In the chromatdogtam gbtained with solution (1):

the area condary peak is not greater than the area of the principal peak in the chromatogram
obtained wi ution (2) (0.5%).

Disregard any peaks with a retention time relative to the principal peak of 0.5 or less.

ASSAY



Carry out the method for liquid chromatography, Appendix Il D, using the following solutions
prepared in water.

(1) Dilute a weighed amount of the oral solution to produce a solution equivalent to 0.1% w/v of
anhydrous metoclopramide hydrochloride.
(2) 0.105% wl/v of metoclopramide hydrochloride BPCRS.

CHROMATOGRAPHIC CONDITIONS

(a) Use a stainless steel column (25 cm x 4.6 mm) packed with octylsilyl silica gel for
chromatography (5 pm) (Luna C8 is suitable).

(b) Use elution and the mobile phase described below.

(c) Use a flow rate of 1.5 mL per minute.

(d) Use an ambient column temperature.

(e) Use a detection wavelength of 240 nm.

(f) Inject 5 uL of each solution.

MOBILE PHASE

Solution A 0.02% v/v of N,N-dimethyloctylamine in 0.68% w/
orthophosphate. Adjust the pH of the mixture to pH 4.0 10%gorthoph

&

vBltimes of dcetonitiil

Mobile phase A 17 volumes of acetonitrile and es of Solu

Mobile phase B 40 volumes of Solution A an
Time (Minutes) Mobile p Mobile phase B (% Comment
)
0-18 isocratic
18-23 —0 0—100 linear gradient
23-35 & 0 100 isocratic
35-40 Q 0

40-60 0 0 re-equilibration
natograms a %under the prescribed conditions, the retention time of
ide is alBput’ 5 minutes.
@INATION OF CONT

100—0 linear gradient

Determin ighigoer mL of the oral solution, Appendix V G, and calculate the content of
C,,H.,Cl , weight in volume, using the declared content of C,,H,,CIN,O,,HCl in
metocloprangi ydrochloride BPCRS.

STORAGE

Metoclopramide Oral Solution should be protected from light.



LABELLING

The quantity of active ingredient is stated in terms of the equivalent amount of anhydrous
metoclopramide hydrochloride.

IMPURITIES

The impurities limited by the requirements of this monograph include those |j @
Metoclopramide Hydrochloride Monohydrate.






