
Part II

Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Woodward’s Gripe Water Oral Solution

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Sodium Hydrogen Carbonate 52.5 mg/5ml
Terpeneless Dill Seed Oil 0.69 mg/5ml

For excipients, see 6.1

3 PHARMACEUTICAL FORM

Oral solution.
A clear, colourless to very pale straw liquid.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

For the symptomatic relief of distress associated with wind in infants up to one year old.

4.2 Posology and method of administration

For oral use.
Adults and the elderly: not applicable
Children:
1-6 months old: one 5ml spoonful
6-12 months old: two 5ml spoonfuls
Under one month old: not to be used

These doses may be given during or after each feed or up to six times in 24 hours.

4.3 Contraindications

Should not be used where impaired kidney function or hypersensitivity to hydroxybenzoates exists.

4.4 Special warnings and precautions for use

If symptoms persist, medical advice should be sought.
Keep all medicines out of the reach of children.
Patients with rare hereditary problems of fructose intolerance, glucose-galactose
malabsorption or sucrose-isomaltase insufficiency should not take this medicine.

4.5 Interaction with other medicinal products and other forms of interaction

None known.
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4.6 Pregnancy and lactation

Not applicable.

4.7 Effects on ability to drive and use machines

Not applicable.

4.8 Undesirable effects

None known.

4.9 Overdose

Symptoms following overdose are rare and are generally due to the effects of sodium bicarbonate. These may include
diarrhoea, metabolic alkalosis and hypernatraemia. In the event of severe overdosing, medical advice should be sought
immediately.

Symptoms of hypernatraemia may include drowsiness and irritability, pyrexia and tachypnoea. In more sever instances
of acute sodium overload, signs of dehydration and convulsions may occur.

The treatment of hypernatraemia includes repair of any dehydration present and the gradual reduction of the plasma
sodium. The alkalosis, if present, will respond usually to the treatment of hypernatraemia. At all times intensive
monitoring of the electrolytes, and patients circulatory and central nervous system are necessary.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmaceutical Group: Antacids, other combinations, ATC code: A02AX
Sodium bicarbonate has a well established antacid action.
Dill seed oil is a widely used aromatic carminative especially for the use in the treatment of flatulence in children.

5.2 Pharmacokinetic properties

Not applicable.

5.3 Preclinical safety data

Not applicable.
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6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Sucrose
Glycerol (Glycerin)
Gripe water flavour
Hays ginger no. 1 x pure
Antifoam M compound
Polysorbate 80
Ethyl p-hydroxybenzoate Sodium (E215)
Sodium Propyl p-hydroxybenzoate (E217)
Sodium Methyl p-hydroxybenzoate (E219)
Purified water

6.2 Incompatibilities

Not applicable.

6.3 Shelf Life

2 years unopened.
2 months after opening.

6.4 Special precautions for storage

This medicinal product does not require any special storage conditions

6.5 Nature and contents of container

Clear, white, flint glass bottle with an expanded polyethylene wadded cap containing 75, 100, 125, 150 or 200 ml of
product.

6.6 Special precautions for disposal of a used medicinal product or waste materials derived from
such medicinal product and other handling of the product

No special requirements.

7 MARKETING AUTHORISATION HOLDER

Seton Products Limited
Tubiton House
Oldham OL1 3HS
United Kingdom

8 MARKETING AUTHORISATION NUMBER

PA0618/020/001
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9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation: 03 April 1998
Date of last renewal: 03 April 2003

10 DATE OF REVISION OF THE TEXT

September 2006
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