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77 F2 : C14H22CIN302
438 1 299.80
5. {E%¥4 (fifiE) XIEXE
4-Amino-5-chloro- N-[2-(diethylamino)ethyl]-2-methoxybenzamide (IUPAC)

6. {BERA. fla. BE.
ez L

5&S



. HHEP BT SHER

1. EFEMNEE

(1) %M - K
L DOk SIS PE DR R T, I8 W2,

(2) BEHE
FERR (100) (CIRITR0d <, AZ ) — LT 7 0 kL KMIRREIT T, =& 7 —/b (95), #EK
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@ BEEERBERUBER
ARIEFR AR, B, JREEICEE O Bl « MR 2% LT, JHIER Tl 136 il 91 61 (66.9%). BT
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® HIELERE~OEA
i. B - [RERNEER
BHNCRENA~RE O H A THWNESES tube Z4H A L 72 BR D B PENE I o B & O 615>
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Hk7E4 Metoclopramide Tablets USP 5mg - 10mg
Tablets :

+ Each 5 mg tablet contains 5 mg metoclopramide (equivalent to 5.91 mg of
HIE - Hirk metoclopramide hydrochloride USP).
- Each 10 mg tablet contains 10 mg metoclopramide (equivalent to 11.82 mg

metoclopramide hydrochloride USP).

INDICATIONS AND USAGE
Metoclopramide tablets are indicated for the :
+ Treatment for 4 to 12 weeks of symptomatic, documented gastroesophageal reflux in adults who
fail to respond to conventional therapy.
+ Relief of symptoms in adults with acute and recurrent diabetic gastroparesis.

Limitations of Use :

Metoclopramide tablets are not recommended for use in pediatric patients due to the risk of
developing tardive dyskinesia (TD) and other extrapyramidal symptoms as well as the risk of
methemoglobinemia in neonates.

DOSAGE AND ADMINISTRATION

Important Administration Instructions

Avoid treatment with metoclopramide tablets for longer than 12 weeks because of the increased risk
of developing TD with longer-term use.

Dosage for Gastroesophageal Reflux

Metoclopramide tablets may be administered continuously or intermittently in patients with
symptomatic gastroesophageal reflux who fail to respond to conventional therapy :

Continuous Dosing
The recommended adult dosage of metoclopramide tablets is 10 to 15 mg four times daily for 4 to 12
weeks. The treatment duration is determined by endoscopic response. Administer the dosage thirty

minutes before each meal and at bedtime. The maximum recommended daily dosage is 60 mg.
Table 1 displays the recommended daily dosage and maximum daily dosage for adults and dosage
adjustments for patients with moderate or severe hepatic impairment (Child-Pugh B or C), in
patients with creatinine clearance less than 60 mL/minute, in cytochrome P450 2D6 (CYP2D6) poor
metabolizers, and with concomitant use with strong CYP2D6 inhibitors.

Intermittent Dosing
If symptoms only occur intermittently or at specific times of the day, administer metoclopramide

tablets in single dose up to 20 mg prior to the provoking situation. Consider dosage reductions for

the populations and situations in Table 1.
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Table 1. Recommended Metoclopramide Tablet Dosage in Patients with
Gastroesophageal Reflux

Maxi
Recommended aximum
Dosage Recommended
g Daily Dosage
Adult patients 10 to 15 mg four times daily
. .. . . (thirty minutes before each
Mild hepatic impairment (Child-Pugh A) .
meal and at bedtime) 60m
5 mgV four times daily g
Elderly patients (thirty minutes before each
meal and at bedtime)
Moderate or severe hepatic impairment
(Child-Pugh B or C)
YP2D taboli ) . .
© 6 DODT e a. O-1Z8T8 5 mg four times daily (thirty
Concomitant use with strong CYP2D6 .
ey N . minutes before each meal
inhibitors (e.g., quinidine, bupropion, . 30mg
. . and at bedtime), or 10 mg
fluoxetine, and paroxetine) . .
- - taken three times daily
Moderate or severe renal impairment
(creatinine clearance less than or equal to 60
mL/minute)
Patients with End-Stage Renal Disease (ESRD) > ms four times daily (thirty
. . . . . minutes before each meal
including those treated with hemodialysis and . 20mg
. . . . and at bedtime) or 10 mg
continuous ambulatory peritoneal dialysis . .
twice daily

1) Elderly patients may be more sensitive to the therapeutic or adverse effects of metoclopramide;
therefore, consider a lower starting dosage of 5 mg four times daily with titration to the
recommended adult dosage of 10 to 15 mg four times daily based upon response and tolerability.

Dosage for Acute and Recurrent Diabetic Gastroparesis
The recommended adult dosage for the treatment of acute and recurrent diabetic gastroparesis is 10
mg four times daily for 2 to 8 weeks, depending on symptomatic response. Avoid metoclopramide
treatment for greater than 12 weeks. Administer the dosage thirty minutes before each meal and at
bedtime. The maximum recommended daily dosage is 40 mg.
Table 2 displays the recommended daily dosage and maximum daily dosage for adults and dosage
adjustments for patients with moderate or severe hepatic impairment (Child-Pugh B or C), in
patients with creatinine clearance less than 60 mL/minute, in cytochrome P450 2D6 (CYP2D6) poor
metabolizers, and with concomitant use with strong CYP2D6 inhibitors.
Table 1 displays the recommended daily dosage and maximum daily dosage for adults and dosage
adjustments for patients with moderate or severe hepatic impairment (Child-Pugh B or C), in
patients with creatinine clearance less than 60 mL/minute, in cytochrome P450 2D6 (CYP2D6) poor
metabolizers, and with concomitant use with strong CYP2D6 inhibitors.
If patients with diabetic gastroparesis have severe nausea or vomiting and are unable to take oral
metoclopramide tablets, consider starting therapy with metoclopramide injection given
intramuscularly or intravenously for up to 10 days (see the prescribing information for
metoclopramide injection). After patients are able to take oral therapy, switch to metoclopramide
tablets.

29




Table 2. Recommended Metoclopramide Tablet Dosage in Patients with
Acute and Recurrent Diabetic Gastroparesis
Recommended Maximum
Dosage ReCf)mmended
Daily Dosage

Adult patients 10 mg four times daily (30
Mild hepatic impairment (Child-Pugh A) minutes before each meal

and at bedtime) 40m

5 mg? four times daily (30 g
Elderly patients minutes before each meal

and at bedtime)
Moderate or severe hepatic impairment
(Child-Pugh B or C)
CYP2D6 poor metabolizers
Concomitant use with strong CYP2D6 5 mg four times daily (30
inhibitors (e.g., quinidine, bupropion, minutes before each meal 20mg
fluoxetine, and paroxetine) and at bedtime)
Moderate or severe renal impairment
(creatinine clearance less than or equal to 60
mL/minute)
Patients with End-Stage Renal Disease (ESRD)
including those treated with hemodialysis and 5 mg twice daily 10mg
continuous ambulatory peritoneal dialysis

1) Elderly patients may be more sensitive to the therapeutic or adverse effects of metoclopramide;
therefore, consider a lower starting dosage of 5 mg four times daily with titration to the
recommended adult dosage of 10 to 15 mg four times daily based upon response and tolerability.
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Drug Name

Category

A=A KT VT OBFE meto

clopramide

A

25 SO

(2026 4 8 AHR)

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)

Category A :

Drugs which have been taken by a large number of pregnant women and women of

childbearing age without any proven increase in the frequency of malformations or other

direct or indirect harmful effects on the fetus having been observed.
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