METOCLODE SYRUP 5MG/5ML
Description: Plain, syrup.
Contents: Per 5mi -
Metoclopramide HCI  5.0mg
thylparaben 0.1 % wiv
0.01 %wh

Indications:
mm.s;nuunmuhc
- Prevention of delayed chemotherapy induced nausea and vomiting (CINV).
- Pravention of radiotherapy induced nausea and vomiting (RINV)
- Symptomatic treatment of nausea and vomiting, acule migraine induced nausea and voriting

Paediatric population
Metoclode is indicated In children (aged 1-18 years) for prevention of delayed chemotherapy induced nausea and vomiting (CINV)
mw‘l’hw‘ (aged 1-18 years) for pre

Pharmacology:
mwwmwwm has central and anti-emetic properties. I aiso promotes gastric motiity and accelerates gastric emptying by its dopamine antagonist
action. absorption is rapid and »Innd«goesnm -pass hepatic metabolism mdmaiexumn - i/

absorpﬁan'rom the small intestine.. and morphine derivati have both a mutual antagonism matility.
Central nervous system depressants (morphine derivatives, anxioiviics, sedabw H1 antihistamines, sedafive antidepressants, bamtuawi uhmne and related)
-sedative effects of cenfral nervous system depressanis and metoclopramide are potentiated.

Neuroleptics-Metodopramide may have an additive effect with other neuroleptics on the occurrence of extrapyramidal disorders.

Serofonergic drugs-The use of melociopramide with serolonergic drugs such as SSRis may increase the risk of senmmn syndrome.

Dagnxln Metociopramide may decrame dgoxm bioavailability. Careful monitoring of digoxin plasma concentration Is

(Crnax by 46% and exposure by 22%). Carsful monnomg of ciclosporin plasma concentration is

requ \red 'ﬁm sllmcsI wnsequem:e is unceﬂa\n

tion may prolong the duration of neuromuscular block (through inhibition of plasma cholinesterase).
Strong C\’PZDS inhibitors-Metoclopramide exposure levels are increased when co-administered with strong CYP2D8 infibiters stich as fluoxeline and paroxetine,
Although the clinical significancs is uncertain, patients should be mnnllured for adverse reactions.

as -Concurrent use with
of extrapyramidal side effects. Care should be exercised in the euenlul co-administration of these drugs.
Mexiletine-Concurrent use with metoclopramide may awelerate absnrpuon of mex!letme Diagnostic interferance-With Gonadnfelm test, concurrent use with
meteclopramide may biunt the response to g Concurrent
and serum prolactin levels.
Aspmn and parmmnl—'l‘he absorption of these coneurrently administered oral dmg may be modified by the effect of metoclopramide on gastric motility.

plasma

may increase the frequency and severity

Comralndlcallonsm o e
- ive any of listed.
Adverse effects: i tro-intestinal it fimulati intesti i i
Very .G id : X : yourg it A oW ekl uhslrucml;\w nl: suk h perlu_ra!lm'\_fnr ‘which the stimulation of gastrointestinal motility constitutes a risk.
exceeded, even following administration of a single dose of the drug, parkinsonism, g (particularty with ir - History of neurofeptic or metoclopramide-induced tardive dyskinesia.
Lioommon- s ,. dysionia, dyskinesia, depressed - Ep\lapsy(lncmassd crises frequency and intensity).
level of conscio ipabon, nausea. unt mouth, cedema ), convuision especially - Parkinson's diseast
i esestc pallns, dizines, hoadache corfisionl s, e o .mmmmmmm,d«a cbinaem - o iy
doses of sulfur-releasing { ‘cardiac anesl, ¥ after injectable use, and which can be hgh - Known history of ia with or of NADH b5 deficiency.
block, sinus aest wih Sorgsam T kg, egacsca Ferton ESARMEIYGOR] s, anaphylactc At kicibionie e e ofage
reaction (including shock particularly with intravenous formulation), tardive dyskinesia which mﬂhm , during or after pmhnged freatment, Dosage And Administration (oral) :
in elderly patients. neuroleplic maiignant syndrome, dyspnea, shock and acute ve been reported. Adults: The recommended single dosés is 10mg repeated up to three times daily. The maximum recommended daily dose: som or 0.5mglkg body weight.
disorder during M freatment in relation with The M Total daily dose of mluclwmrmd& ‘especially for children and young adults, should not normally exceed 0.5mgrkg body weight.
m occur more frequently when high doses are used: hatice o s diae mammum rswmmem!ed heahnemduraﬁ:msis5 a :
y t syndrome, 3 ] laye & omi alri
“: "WMM in chidren and aduls. Tha e ommendss dose 5 05015 mg/kg bodywelgnt. mpsaled upmmmehmns daﬂyw o mute Tmmaximum dosein 24 hours is 0.5magikg body weight,
Effects on abm:y to drive and use machine: Dosing table .
Metocopramide may cause drowsiness, dizziness, dyskinesia and dystonias which can affect the d also interfere with the abilty to drive and Age Body Weight Dose F
aninqn and Pr-ﬂutlony 1-3 years 10-14kg 1mg Up to 3 times daily
doses excoeding 0. Smohg/day. 3-5 years 15-19kg 2mg Up to 3 times daily
mbmwmd‘;"—'q e ysher 2 S0k y e 0 5-9 years 20-29kg 2.5mg Up to 3 times daily
:m o e m that can reactions, such 9-18 years 30-60kg 5mg Up to 3 times daily
e oF Sy 1518 years Over 60kg. h?l"mg Up to 3 times daily
Mmmmmmmmmuesnwmmmu
ocaur at the beginning of treatment, and can occur afer

a
effects are Mmbmmmﬁ?ﬂummmmn however, symplomalic treatment may be rwulmd (benzodiazepines in chidmn
and/or ant antiparkinsonian medicinal products in adults), mmdwmmmmmmmmnumwmnww

Wd!\ehﬂmﬂ.nmﬂhmﬂd
Long-term treatment with metoclopramide may cause dyskinesia particularly in elderly subjects, Treatment should not exceed 3 months
mﬂmmdmm vfwmwgww dtm\mnwrwmndy!mm Nwmmmammmmmum

ol ymplo

Paricutar caution should be mmwmmmmmounmmmm

S) dhﬂmsds.umdmbanm

A e WMWMMBWWJWMMMWIMmWMM

effects, includi of seve ol mmmmowmmrmbm

%mﬁm metoclopramide by injecton, pubalaﬂy hmwmsnuPﬂmhmm amdsedmenndmlmhmq

metociol parficularly via the intravenous route, in wwsmmmmmmmmw»

electmlyts imbalance, bradycardia, and patients taking other drugs wpmlmgameaL

Tmﬂmwsbmmbcﬁnasihm( ‘al least 3 min risk of effects. (eg. sion, akathisia)

Kidney or liver failure: In paten savere [iver failute B

Pregnancy and Lactation:

Ahrgeamnoﬂdﬂaonmmmwm& more than 1000 exposed ouicomes) indicates Loxicity ner can be
during pregnancy if clinically needed. whpi\anmaioqﬂpup-ﬁslasmhm in case of . the end

dwanqmwﬂmnllymennmm ided &t the end ide is used,

neonatal monitoning should be uncertaken.
Melociopramide is excreted in breast milk at low level. Adverse mdms in the breast-fed hau canﬂd be anrJudad Therefore, metociopramide s not
during should be

Drug Interactions:
kool g

of . concurrent use May accalerale gastric emptying of aiconol and may promole the rate and extent of

The maximum treatment duration is 5 days for prevention of delayed chemotherapy induced nausea and vomiting (CINV).
Tsh!ms are not suﬂabfe fm use in children weighing less than 30kg. Other pharmaceutical forms may be more aweplab!e for administration to this population.

Am nimum interval of 6 h two admir isto D |, even if vomiting or rejection of the dose cectrs.
Special population

In elderly patients. a dose reduction should be considered, based on renal and hepatic function and nv‘nraﬂ frailty.

In patients with end stage renal disease :Creat.mlne clearance <15miimin), the dally dose should be reduced by 75%.
In patients with moderate to severe renal impairment (Creatinine clearance 15-80mi/min), the dally dose should be reduced by 50%.

'Hepatic impairment:
In patients with
Overdose

ic impairment, thi I by 50%,

yramidal disorder (muscle spasms. especially of jaw, neck, back, shuffling walk, Ilc like (jerky) movements of head and face, trembling and
shaking af handsr decreased level confusion, may OCCur.
In case of extrapyramidal sympto s related or not to averdose, the treatment is only symp\nma\lc (benzadiazepines in children and/or
anticholinergic anh parkInson lan medicinal products In adults). A symptomatic treatment and a cantinuous menitoring of the cardiovascular and respiratory
functions should be carried out according ta clinical status.

Storage condifions = Store in a cool, dry place below 30°C. Protect from light. Keap away from children.

Presentation * Syrup Smg/5ml x 60l

Shelf life < 2years

Product Registration * PRIME PHARMACEUTICAL SDN. BHD.
Holder & Manufacturer

1505, Lorong Perusahaan Utama 1, Taman Perindustrian Bukit Tengah,
14000 Bukit Mertajam, Penang, Malaysia
b 15/05/2026
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