s& METOCLOPRAMIDE TABLET 10MG / SYRUP 5MG/5ML

Metoclopramide HCI equivalent to Metoclopramide Tablet
anhydrous Metoclopramide HCI 70 mo/tablet
Product Descripti

Tablet: Round, white, convex, pain tablet with single score on one side only.
Syrup: A clear ye\law syrup with banana flavour.

Metoclopramide Syrup
5 mg/5ml

fon:

Pharmacodyna
Wetolopramide| mcveases the tone and amplitude of gastric (especially antral) contracti

s, relaes the pyloric sphincter and duodenal bulb,

ofthelowe Tthaslittle,f any, eff gallblaider.Like the which
% dapaine riagot, meloclopamide oducessedoion oy nmduce extrapyramidal reactions, although comparatively rare.

Warnings and Precautions:

Neurological disorders

Exapyranida isordes may oour, parcutaly inchidvenand young s, and/or whe tigh doses are used These reactos gereraly
occur at the beginning of treatment, and can occur afte single dose.
immediately.

g or e inorder
Long term treatment with metoclopramide may cause potentiall ireversible tardive dyskinesia, particulaly n elderly subjects. Treatment
Neuroleptic malignant syndrome has been described ith metoclopramide in combination with neuroleptics and with metoclopramide
monotherapy. Metoclopramide must be immediately discontinued if symptoms of neuroleptic malignant syndrome develop, and appropriate:
treatment should be intated.

Partcular patients it jcal disorders, and in y-acting drug:
Symptoms of v

Methemoglobinemia

Metoclopramide inhibit the central and peripheral effects of apomorphine, release of prolactin and causes a transient increase in " , N t duct i 1fthis oocurs,
‘which may be cansiet R reenton. immediately and permanently
Phﬂlﬂlibﬂkl"ﬂlti Cardiac disorders
n nof 1060 minutes dose;  cardiac arrestand QT
hours. Appmx\ma ely 85% of - mdmacmy of an orally administered radioactive dose appears in the urine within 72 hours. Of e b  injection, via
elminated nthe e about half s present 4 feeorcongated metocopramde Particular minstring m i henravenus out,n elderysubjects,ptients

Indication:

ulation
Metoclopramide i indicated in adults for:

d vori

9 (CINV)

Py q (RINV)
- Symptomatic treatment of nausea and voiting, including acute migraine induced nausea and vomiting

population
Metoclopramide is indicated in children (aged 1-18 years) for
i} d

vomiting (CIN  line option.
Recommended Dosage:
\dults:
The recommended single dose is 10 mg, repeated up tothree times daily.
‘The maximum recommended daily dose is 30 mg or 0.5mg/kg body weight.

known to prolong QT interval.

The intravenous injection must be given as slow bolus (of at least 3 minutes duration) in order to reduce the risk of undesirable effects (e.g.
hypotension, akathisia).

Kidney or lver failure

In patients with kidney failure or severe liver failure, a dose reduction is recommended.

«Avoid doses exceeding 0. Smg/kg/

lkely to occur n children shortly ater initiation of
thetapy. and usally with doses ighr han 0.5mg pr g f body welgh per dy,

ments:
T inal motity jic drugs and narcotic analgesics. Additive sedative
effect can nccurwhen oeclopranide s gven il koohl, Secetes, yprotios, narotcs o rnquliers,

Th
atall in pa

Iniuil:ilnns with Other Met
he effects of

g monoamine oridase inhibitors. Absorption of drugs from the stomach may be diminished (e.g. digoxin) by

The maximum recommended treatment duraton s 5 days. metoclopramide, whereas the rate and/or extent of absorption of drugs from the small bowel may be increased (e.q. acetaminophen,
Prevention of d vomiting (CINV) ed 1-18 years) tetracycline, levodop, ethanol,cyclosporine).
dose s 0.1 0 0.15 mgfkg body p yby 2Uhoursis 05
ma/kg body weigh. Pregnancy and Lactation:
) y
Dosing table T ™ Froqueney in human mil. 03 nursing mother
Tayears 10-T4kg Tmg Up to3 times daly y .
35years 15-19g 2mg Upto 3 times daily ?;,‘e‘"fn'g"“ drowsin 0%l
59 years 20-29kg 25mg Up o3 times daily patients. Less frequently, insomnia, headache, dizziness, nausea, y
918 years 3060kg Smg Up to3 times daly P
! et tysinesnave been reported.
1518 years Over b0k 10mg Up to 3 times daily e ycardia
The maximum treatment duration i 5 days for prevention of nausea and
Other administrationtothi Treatment of Overdose:

population.

Frequency of administration:
Aminimum interval of b d, even if vomiting o rejection of the dose occurs.

Special population
Eiderly

based on renal fraity.

y
Renal impairment:
In patients wi

I <15 m/min),

np 15-60 mi/min),
Hepatic impairment:
Inp

be reduced by 75%

be y

Route of Administration: Oral

toany of

constitutes a risk.
~Confirmed or i e
History of neuroleptic or metoclopramide-induced tardive dyskinesia
- Eplepay (ncrased ises fequencyand ety
di

Camintion ihevodopa o dopaminergic agonists.

~Use i childen less than 1 year of age.

Symptoms of overdosage may include drowsiness, disorientation and extrapyramidal reactions. Anticholinergic or antiparkinson drugs or
antihistamines with anticholinergic properties may be helpful in controlling the extrapyramidal reactions. Symptoms e self-imiting and
usually disappear within 24 hours.

Effects on Ability to Drive and Use Machine: Not known.

Storage conditions: Store at or below 30°C. Protect from light.

Pack Sizes: Table' Blister pack: 10x 10,50 x 10 and 100 x 10 tablets per strp.
Syrup: A bottle of 60ml, 100ml and 120l

Pack Sizes (export only): Tablet: A bottle of 1000 tablets.
Syrup: A bottle of 1 lre, 3.6 ltres and 3.8 litres.

Shelf-life: Tablet: 5 years. Syrup: 3 years.

FURTHER THIS DRUG CAN BE YOUR FAMILY GENERAL
PRACTITIONER / PHARMACIST.

Manufacturer & ProductRegistalion Holder
Sunward Pharmaceutical Sdn. Bl

No.9,11 & 17, Jalan Kempas 4,

Taman Perindustrian Tampoi Indah,

81200 Johor Bahru, Johor, Malaysia
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