Manufacturing Process Flowchart
Metoclopramide Hydrochloride, Monohydrate, USP
(Cat# ME176)
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2-methoxy-4-acetamido- N,N-diethilamino- 2-methoxy-4-acetamido-5-chloro-
5-chlorobenzoic acid, ethylendiamine N-(diethylaminoethyl)benzamide
methyl ester CgH N2 C5H24CIN; O3
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2-methoxy-4-acetamido-5-chloro-
N-(diethylaminoethyl)benzamide
C1H24CIN; Oy

m.w. 341.84
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Deionized water
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2-methoxy-4-amino-5-chloro-
N-(diethylaminoethyl)benzamide
C14H23CIN;0;

m.w. 299.79
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Isobutyl alcohol Cl
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2-methoxy-4-amino-5-chloro-
N-(diethylaminoethyl)b id
C44H2,CIN3O,

m.w. 299.79
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2-methoxy-4-amino-5-chloro-
N-{(diethylaminoethyl)ben: .
monohydrochloride monchydrate

C4gH24CIN;O3
m.w. 354.3

Dry Metoclopramide HCI
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II Step - Preparation of Metoclopramide base crystallized
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2-methoxy-4-amino-5-chloro-
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C14H22CIN; O3
m.w. 299.79
IIT Step - Preparation of Wet Metoclopramide Hydrochloride
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Cl Isobutyl alcohol
NH,
2-methoxy-4-amino-5-chloro-
N-(diethylaminoethyl)benzamide
C14H2,CIN;O,
m.w. 299.79
IV Step - Dried Metoclopramide Hydrochloride
Drying
Wet Metoclopramide HC1
V Step - Metoclopramide Hydrochloride

Milling and Homogenization

Dry Metoclopramide HC1

Metoclopramide HC1
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