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4.2 Posology and method of administration

Adults and older people:

At the onset of an attack or prior to a precipitating event: one or two 400 microgram metered
doses sprayed under the tongue. If symptoms do not resolve, this may be repeated at five
minute intervals for a total of three doses. If symptoms have not resolved after a total of three
doses, the patient should seek prompt medical attention.

Paediatric population:

No data are available on the use of glyceryl trinitrate in children.
Method of administration
Precautions to be taken before handling or administering the medicinal product:

The bottle should be held vertically with the valve head uppermost. If the pump is new, or has
not been used for a week or more, the first actuation should be released into the air. The
spray orifice should then be placed as close to the mouth as possible. The dose should be
sprayed under the tongue and the mouth should be closed immediately after each dose. The
spray should not be inhaled.

Patients should be instructed to familiarise themselves with the position of the spray orifice,
which can be identified by the finger rest on the top of the valve, in order to facilitate
orientation for administration at night. During application the patient should rest, ideally in the
sitting position because of the risk of symptomatic postural hypotension. Hypotension and
syncope can be a particular problem with the use of nitrates in the elderly.

4.3 Contraindications

-Severe anaemia, possible increased intracranial pressure (e.g. cerebral haemorrhage and head
trauma), severe mitral stenosis and angina caused by hypertrophic obstructive cardiomyopathy (as it
may exaggerate outflow obstruction).

4.4 Special warnings and precautions for use

-Any lack of effect may be an indicator of early myocardial infarction
-As with all glyceryl trinitrate preparations, use in patients with incipient glaucoma should be avoided.

-The use of glyceryl trinitrate could theoretically compromise myocardial blood supply in patients with
left ventricular hypertrophy associated with aortic stenosis because of the detrimental effects of
tachycardia and decreased aortic diastolic pressure.

-Detailed haemodynamic studies in a small number of patients with valvular aortic stenosis with and
without concomitant significant coronary artery disease studied in the supine position have not shown
adverse effects with sublingual glyceryl trinitrate. However it seems prudent to be cautious in treating
ambulant patients with the combination of angina and moderate to severe valvular aortic stenosis



4.5 Interaction with other medicinal products and other forms of interaction

-N-acetylcysteine may potentiate the vasodilator effects of glyceryl triturate
4.6 Fertility, Pregnancy and lactation

Lactation

It is unknown if glyceryl trinitrate or its metabolites are excreted in human milk. A risk to the suckling child
cannot be excluded. A decision must be made whether to discontinue/abstain from breast-feeding or to
discontinue/abstain from glyceryl trinitrate therapy taking into account the benefit of breast-feeding for the
child and the benefit of therapy for the woman.

4.8 Undesirable effects

Blood and lymphatic system disorders:
Very rare: methaemoglobininaemia
Psychiatric disorders:
Very rare: Restlessness
Nervous system disorders:

Very rare: Cerebral ischaemias
Cardiac disorders :
Common: Tachycardia

Uncommon: Cyanosis
Gastrointestinal disorders:

Not known: Tongue blistering
Respiratory, thoracic and mediastinal disorders:
Very Rare: Impairment of respiration
Skin and subcutaneous tissue disorders:

Very rare: Drug rash
General disorders and administration site conditions:
Common: Asthenia
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