Vomistop

. J

Name of the medicinal product Vomistop® soft gelatin capsule

Qualitative and quantitative composition

Each soft gelatin capsles. contains

Adtive ingredient

Metodlopramide Hydrochloride 5mg

Vitamin 86 (Pyridoxine hydrochloride) 40 mg
50 mg

Dimethicone

Inactive s

Soylecithin, vanillin, Soya Bean oil.Yellow beeswax

Each capsule shell contains:

Gelatin, glycerol, sorbitol, sodium Ethyl hydroxy benzoate, sodium propyl hydroxy benzoate, Titanium dioxide,

Erphibrocn powder,riliant bl on oxide black poer purfedate

Pharmaceutical forr

Soft gehlm opaes

Ginical partiuars

‘Therapeutic indical

Adults papulahon I aduls meloclopramide remains indicated, for prevention of post-operative nausea and vomiling

(PONV), radiotherapy-induced nausea and vomiting and delayed (but not acute] chemotherapy-induced nausea and

vomiling, and for symplomalic irealmen of nausea and vomiling including thal associated with acule migraine (where it

may also be used to improve absorption of oral analgesics|.

Posology and method of administration

Route of administrafion:

Oral

The dosage recommendations given below should be siriclly adhered Lo if side effects of the dystonic type are lo be

avoided

~For adults the maximum dose in 24 hours of metoclopramide is 0.5 mg per kg body weight;in adults,the usual dose of

conventional formulations allroutes) i 10 mg up to 5 imes daily

One capsule Vomistop® before meals 1-3 fimes daiy or when necess

In patients il cinically sgniicant degrecs of rend o1 hepatc mpament, therapy should be at reduced dosage

Meloclopramide is metabolised in the liver and the predominant route of eliminalion of metoclopramide and its
abolites is via the kidney

Elderly patients: As for adults. To avoid adverse reactions adhere strictly to dosage recommendations and where

prolonged herapy is consideed ncessay, patets should berelay reviencd

gredier

ot recommended

Vomistop® should not be used in patients with phacochromocytoma as it may induce an acute hypertensive response.
Vomistop® should not be used in patients suffering from epilepsy, since the frequency and severity of seizures may be
increased
Vomistop® should not be used during the fist three to four days following operations such as pyloroplasty or gut
anastomasis as vigorous muscular coniractions may not help healing
Vomistop® should not be ered to patients with , perforation or hacs g
Vomistop® is contraindicaed in patients who have previously shown hypersensitivity to meloclopramide or any of its
ponents.

top® is contraindicated in children less than 18 years.
Special warnings and precautions for use
Precautio
In order o minimise the risks of newologicaland oter adverse eacions, metodopranide i naw orly censd for
short-term use (up to 5 days). It should no longer be used in chronic conditions such as gastroparesis, dyspepsia and
gastro-oesophageal reflux dmase nor as an adjunct in surgical and radiological procedures

~ Given very rare reporls of serious cardiovascular reactions associaled with meloclopramide, parlicularly via the
Itcacious oute specl care should b ke n popultions k1o b at incrcascd ik mluing i cldery, patents
with cardiac conduction disturbances, uncorrected electrolyte imbalance or bradycardia, and those taking other drugs
known to prolong QT interval
- Patients who are currently taking regular metoclopramide should have their treatment reviewed al a routine
(non-urgent) medical appointment.
Patients who are currently taking regular metoclopramide should have their treatment reviewed at a routine (non-urgent)
medical appointment.
If vomiting persists the patient should be reassessed to exclude the possil
cercbral iritation.
Care should be exercised in paients being treated with other centrally acting drugs.
Risk-benefit should b careully considered in patients with ignfcant hepatic or renal impairment 0 of conugation
and increased risk of effects) or with Park (symploms may
The neuroleplic malignant syndrome has been reported with metoclopramide in combination with neuroleptics as well
as with metoclopramide monotherapy (see adverse reactions)
Vomistop® should be used with care in combination with other serotonergic drugs including SSRIs
Extrapyramidal disorders may occur, particularly in children and young adults and/or when high doses are used
Increase in the number of registered cases of extrapyramidal symptom i chidren receiving metoclopramide.
Since extrapyramidal symptoms may occur with both metoclopramide and neuroleptics such as the phenothiazines,
particular care should be exercised in the event of these drugs being prescribed concurrently
Patients receiving this drug for the disorders associated with delayed gastric emplying should be reviewed at an early
stage for response to treatment
Meodopramide may cause elevation of serum prolactin levels

Care should be exercised when using Vomistop® in palients with a history of atopy (including asthma) or porphyria.
Interaction with other medicinal products and other forms of interaction

The action of on the tract is antagonised by anticholinergics and

‘opioid analgesics. The absorption of any concurrently administered oral medication may be modified by the effect of
Metoclopramide on gastric motilty. Drugs known to be affected in this way include aspirin and paracetamol.
Metoclopramide should be used with care i association with other drugs acting at central dopamine receptors, such as
levodopa, bromocriptine and pergolide.
Concomitant use of anticholinergic drugs may inhibitthe favourable effects on gastrointestinal motiity
Since metoclopramide influences gastrointestinal motilty and absorption, the dosage of other drugs used concomitantly
may possibly need adjustment
Meloclopramide may polentiate the effects of alcohol.
Concomitant use of " Metoclopramide with ciclosporin or suxamethonium may increase plasma levels of either
ciclosporin or suxamethonium.
Since extrapyramidal reactions may occur with Metoclopramide, Phenothiazines and Tetrabenazine, care should be
exercised in the event of co-administration of these drugs.
The effects of certain other drugs with polential central stimulant effects, e monoamine oxidase inhibitors and
sympathomimelics, may be modified when prescribed with meloclopramide and their dosage may need to be adjusted
accordingly
The use of Metoclopramide with scrotonergic drugs may increase the risk of serotonin syndrome. Metoclopramide may
reduce plasma concentrations of atovaquone.
Pyridoxine: Many drugs may alter the metabolism or bioavalability of pyridoxine, including isoniazid, penicilamine and
oral contracepives, which may increase the requirements for pyridoxine. Pyridoxine hydrochloride may reduce the effect
of levodopa, a drug used in the treatment of Parkinsons Disease unless a dopa decarboxylase inhibitor is aso given.
Dimethicone:
Although no studies have been presented, the concomitant use of this drug and mineral oil (paraffin) based laxatives is
not recommended since mixing of these two will diminish the efficacy. Levothyroxine may bind to simeticone. Absorption
of levothyroxine may be impaired if Wind-eze Gel Caps are taken concurrently to treatment for thyroid disorders.
Pregnancy and lactation
Animal tests in several mammalian species and clinical experience have not indicated a teratogenic effect of
meloclopramide. Dala on exposed pregnancies indicale no adverse effects of pyridoxine in therapeutic doses on
pregnancy or the health of the foelus or newborn child, or during lactation.
Nevertheless Vomistop® should only be used when there are compelling reasons and is not advised during the first
trimester.
During lactation metoclopramide is kmnd in breast milk therefore it should not be used during lactation.
ffects on ability to drive and use mac
Vomistap® may cause drowsiness, diiness, dyskinesia and dysonias which could afect he vison and alo iterfere
with the abilty lo drive and operate machinery
Undesirable effects
Metoclopramide:
Blood and lymphatic system disorders
Extremely rarely cases of red celldisorders such as methaemoglobinaemia, which could be related to NADH cylochrome b5
reductase deficiency particularly in neonates, and sulphaemogiobinaemia have been reported, particularly a high doses of
meloclopramide. If this occurs the drug should be withdrawn. Methaemoglobinaemia may be treated using methylene blue.
Imiune system disorders: ery rarely hypersensitiviy, including anaphylacti/anaphylactoid reactions, have been reported
fincluding symptoms such as tongue swelling/oedema)
Endocrine disorders: Raised serum prolactin levels have been observed during metoclopramide therapy: this may result in
galactorthoea, regular periods and gacconasa
Pohiatric diondes: Rarly restessnss confusion, agtation and ity fave bon reported in paterts recivig
metoclopramidt herapy. Depresson has becn reported xremely rrcly
Nervous system disorders: Extrapyramidal symptoms: acule dystonia and dyskinesia, parkinsonian syndrome, akathisia, even
following administration of a single dose of the drug, particulary in chidren and young adults. The incidence of dystonic
veaclions, particularly in chidren and young aduls, is increased i daily dosages higher than 0.5mg per kg body weigh are
administered. Dystonic reactions include: spasm of the facial muscles, trismus, rhythmic protrusion of the tongue, a bulbar
type of speech, spasm of extra-ocular muscles including oculogyric crises, unnatural positioning of the head and shoulders
and opisthotonos, There may be a generalised increase in muscle tone. The majorly of reactions occur within 36 hours of
starling treatment and the effects usually disappear within 24 hours of withdrawal of the drug. Should Irealment of a
dystonic reaction be required an anticholinergic anti-Parkinsonian drug, or a benzodiazepine may be used
Tardive dyskinesia, which may be persistent, has been reported as a side effect i elderly patients undergoing long-term
therapy with metoclopramide. Prolonged therapy in such patients should be carefully reviewed. The likelihood of the
occurrence of this serious effect s increased when neurolepic agens are used concurrently
Very rare occurrences of the neuroleptic malignant syndrome have been reported. This syndrome is potentiall fotal and
comprises hyperpyrexia, altered consciousness, muscle rigidity, autonomic instabilty and elevated levels of creatine
phosphokinase (CPK) and must be treated urgently (recognised treatments include dantrolene and bromocriptine).
Metoclopramide should be stopped immediately if this syndrome occurs. Dror
Eye disorders: Visual disturbances have been reported.
Cardiac disorders: Very rare reports of abnormalities of cardiac conduction (bradycardia, asystole, heart block, sinus arrest
and cardiac arrest) have been reported following intravenous admiristration.
Vascular disorders: Acutehypertension may occur in patients with phacochromocytoma Hypotension has also been
reported
Respiratory thoracc and mediatial dsones Dyspnosa may o
Gastrointestinal disorders
i and subatanous s e A smal nmber of s reacions such s rashes, urticaria, pruritus and angioedema
have also been reported. General disorders and administration site conditions: Oedema
Pyridoxine: Long term administration of large doses of pyridoine is associated with the development of severe peripheral
neurits
Dimethicone: Minor adverse effects: nausea and conslipation. Rarely hypersensitity reactions such as rash, pruritis,
facial oedema, tongue oedema, respiralory dificulty.

werdose

ity of an underlying disorder eg.

ess, dizziness and tremor may occur

rdos
Metoclopramide: In cases of overdosage, acute dystonic/extrapyramidal reactions have occurred. Should treatment of a
dystonic/extrapyramidal reaction be required, an anticholinergic anti-Parkinsonian drug (in adults only) or a
benzodiazepine (in adults or children) may be used. Treatment for extrapyramidal disorders is only symptomatic
(benzodiazepines in children).

a) Symploms — None reported. b) Treatment ~ no treatment necessary.
Dimeticone: In the unlikely event of deliberate or accidental overdosage, treat symptoms on appearance. There are no
d

e
Pharmacodynamic properties: The action of metoclopramide is closely associated with parasympathetic nervous
control of the upper gastro-intestinal tract where it has the effect of encouraging normal perisaltc action. This provides
for a fundamental approach to the control of those conditions where disturbed gastro-intestinal moliiy is a common
underlying factor.
Pyridoxine hydrochloride is Vitamin B It is converted to pyridoxal phosphate which is the co-enzyme for a varily of
metabolic transformations, It i essential for human nutrition. Vitamin B6 helps in treating nausea & vomiting
Dimethicone is an anti-fltulent. Physiologically simeticone is. extremely. inert, and mcmo-c * Sl not be
pharmacologicall active It acts by changing the surface tension of gas bubbles, causing them

rmacokinetic properties: Meloclopramide is metabolised in the iver and the prsdnmumm Toute of elminaton of
meloclopramide and its metabolites is via the kidney.
Pyridoxine hydrochioride is absorbed from the gastrointestinal tract and s converted to the active forms pyridoxal
phosphate and pyridoxamine phosphate. It crosses the placental barrier and appears in breast milk. It s excreled in the
urine as 4-pyridoxic acd. Dimethicone is not absorbed following oral administration
Howw Supplied
Carton Box containing (AL/Colorless transparent PVC/PVDC) 1 strip of 10 soft gelatin capsules + insert leaflat
Storage Condition:
Store al temperature not exceeding 25 C, in dry place.

| Keep all medicaments out of reach of children

| <

> | Manufactured By Safe Pharma For
AMOUN PHARMACEUTICAL CO. sAE.
El-Obour City, Al Qalyubia, Egypt.
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