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Metoclopramide Tablets

General Notices

Details for the public consultation of this monograph are as follows:
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revised improved with methodology.

onised with new related substances
test
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Action and use

Dopamine rgceptofi@ntagonist; tic.

DE 10
@ ppramide e ain Metoclopramide Hydrochloride Monohydrate.
The tablet with the requirements stated under Tablets and with the following requirements.

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

Dissolution

Comply with the dissolution test for tablets and capsules, App g %

TEST CONDITIONS

(@) Use Apparatus 2, rotating the paddle at 50 re

(b) Use 900 mL of 0.1m hydrochloric acid, at e fire of 377 as t edium.

PROCEDURE
Carry out the method for liquid chroma /, Appeng % using the following solutions.
(1) After 30 minutes withdraw a m anddilter (a 0.45-um nylon filter is suitable).

igecessary, to prodlige a solution expected to contain 0.00059%

ramidghydrochlogi@éle.
foclopramide hw&voride BPCRS in dissolution medium.
CHROMATOGRAPH(C CONDITIONS < l
(a) Use a Staigless'steel colu .6 mm) packed with octylsilyl silica gel for
chromatogra m) (Luna '@84€ suijtable).
(b) ic elution an Ile phase described below.
(c) Wseg OW rate of mL p&r minute.
0 &yan ambie @ mn perature.

5e a detectigQn V @ gth of 240 nm.
‘@ ect 20 yL of eagh's@lution.

MOBILE PHASE

(2) 0.00056% wiv o

Solution A Yo VIv of N,N-dimethyloctylamine in 0.68% wi/v of potassium dihydrogen
orthophosphate. Adjust the pH of the mixture to pH 4.0 with 10%_orthophosphoric acid.

Mobile phase 17 volumes of acetonitrile and 83 volumes of Solution A.

DETERMINATION OF CONTENT



Calculate the total content of anhydrous metoclopramide hydrochloride, C,,H,,CIN,O,,HCI, in the
medium from the chromatograms obtained and using the declared content of C,,H,,CIN,0O,,HClI in
metoclopramide hydrochloride BPCRS.

LIMITS

The amount of anhydrous metoclopramide hydrochloride released is not less than 80% (Q) of the
stated amount.

Related substances

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

(1) Disperse a quantity of the powdered tablets in water to pro
w/v of anhydrous metoclopramide hydrochloride and filter (a
(2) Dilute 1 volume of solution (1) to 200 volumes.

(3) 0.001% wl/v of metoclopramide hydrochloride BPCRS a
impurity A EPCRS.

(4) Dilute 1 volume of solution (2) to 5 volumes.

CHROMATOGRAPHIC CONDITIONS

The chromatographic conditions descrj uRiger Dissolution can d, excluding the (f). Inject
5 uL of each solution.
im

Allow the chromatography to proc eme of metoclopramide.
SYSTEM SUITABILITY

the peaks due t

ity A and metg€lopramide Is at least 2.0.

ITIES %
y, use the concentration of anhydrous metoclopramide hydrochloride in solution (2).
> orting th e the concentration of anhydrous metoclopramide hydrochloride in
(4).

For peak idgatifi@ationy/use solution (3).

The test is not v@es in the chromajografg obtained with solution (3), the resolution between
9

Metoclop de Jetention time: about 5 minutes.

Relative retentions: impurity A, about 0.8; impurity F, about 0.85; impurity H, about 0.9; impurity G,
about 1.3; impurity C, about 3.0; impurity D, about 3.2 and impurity B, about 8.0.

LIMITS

— unspecified impurities: for each impurity, not more than 0.2%;



— total impurities: not more than 0.5%;

— reporting threshold: 0.1%.

ASSAY

Weigh and powder 20 tablets. Carry out the method for liquid chromatography, Appendix Il D, using
the following solutions prepared in 0.1 M hydrochloric acid.

(1) Disperse a quantity of the powdered tablets to produce a solution equivale 1% wiv of
anhydrous metoclopramide hydrochloride and filter (a 0.45-um nylon filter i b
(2) 0.105% wl/v of metoclopramide hydrochloride BPCRS.

CHROMATOGRAPHIC CONDITIONS
The chromatographic conditions described under Dissolution ¢ @ Ise F
DETERMINATION OF CONTENT

Calculate the content of C,,H,,CIN,0,,HCI, in the i@
the declared content of C,,H,,CIN,O,,HCI in

at obtained and using
@ide hydr ride BPCRS.

STORAGE

Metoclopramide Tablets sho otected fror«
LABELLING &

The quantit ctivig,ingredienigs st infterms of the equivalent amount of anhydrous
metoclopra ochlorid

WSl 4D

ThefimpuritiesYimited By the requirements of this monograph include impurities A, B, C, D, F, G and H
listed un et mide Hydrochloride Monohydrate.






