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:n'7'yo p"anIn

FORMOTEROL FUMARATE DIHYDRATE 5 MCG/DOSE
BECLOMETASONE DIPROPIONATE 87 MCG/DOSE

GLYCOPYRRONIUM (AS BROMIDE ) 9 MCG/DOSE
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Chronic Obstructive Pulmonary Disease (COPD):

Maintenance treatment in adult patients with moderate to severe chronic obstructive pulmonary
disease (COPD) who are not adequately treated by a combination of an inhaled corticosteroid and a
long-acting beta2- agonist or a combination of a long-acting beta2-agonist and a long-acting
muscarinic antagonist.
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4.2 Posology and method of administration
Posology

Adults

The recommended dose is two inhalations twice daily.

The maximum dose is two inhalations twice daily.

Patients should be advised to take Trimbow every day even when asymptomatic.

If symptoms arise in the period between doses, an inhaled, short-acting beta2-agonist should be
used for immediate relief.

Asthma

When choosing the starting dose strength of Trimbow 87/5/9 micrograms, the patients’ disease
severity, their previous asthma therapy including the inhaled corticosteroid (ICS) dose as well as
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the patients’ current control of asthma symptoms and risk of future exacerbation should be
considered.

Stepping-down treatment

Patients should be regularly reassessed by a doctor, so that their doses of
beclometasone/formoterol/glycopyrronium remain optimal and are only changed on medical
advice. The doses should be titrated to the lowest doses at which effective control of asthma
symptoms is maintained.

Paediatric population

Asthma

Trimbow is not indicated for children and adolescents under 18 years of age.

4.4 Special warnings and precautions for use

Cardiovascular effects

Due to the presence of a long-acting beta2-agonist and a long-acting muscarinic antagonist,
Trimbow should be used with caution in patients with cardiac arrhythmias, especially third degree
atrioventricular block and tachyarrhythmias (accelerated and/or irregular heartbeat, including
atrial fibrillation), idiopathic subvalvular aortic stenosis, hypertrophic obstructive cardiomyopathy,
severe heart disease (particularly acute myocardial infarction, ischaemic heart disease, congestive
heart failure), occlusive vascular diseases (particularly arteriosclerosis), arterial hypertension and
aneurysm.

.... Limited data in asthmatic patients with cardiovascular co-morbidities or risk-factors suggest that
these patients are also at higher risk of adverse reactions like local fungal infections or dysphonia
(see section 4.8).

Systemic corticosteroid effects

...Therefore, it is important that the patient is reviewed regularly, and the dose of inhaled
corticosteroid is reduced to the lowest dose at which effective control of asthma is maintained (see
section 4.2).

Stepping-down treatment

Patients should be regularly reassessed by a doctor, so that their doses of
beclometasone/formoterol/glycopyrronium remain optimal and are only changed on medical
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advice. The doses should be titrated to the lowest doses at which effective control of asthma
symptoms is maintained.

4.8 Undesirable effects

Summary of the safety profile

The most frequently reported adverse reactions in patients with COPD or asthma are respectively:
dysphonia (0.3% and 1.5%) and oral candidiasis (0.8% and 0.3%), which are normally associated
with inhaled corticosteroids; muscle spasms (0.4% and 0.2%), which can be attributed to the long-
acting beta2-agonist component; and dry mouth (0.4% and 0.5%), which is a typical anticholinergic
effect.

In asthmatic patients, adverse reactions tend to cluster during the first 3 months following initiation of
therapy and become less frequent with longer-term use (after 6 months of treatment).

MedDRA system organ class Adverse reaction Frequency

Infections and Infestations ... fungal (oro)pharyngitis, Uncommon

Cardiac disorders ...extrasystoles (ventricular! and Rare
supraventricular),

Respiratory, thoracic and ...Asthmatic crisis?, pharyngeal erythema Uncommon

mediastinal disorders ...exacerbation of asthma...,pharyrgeal Rare
erythema,

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
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https://israeldrugs.health.gov.il/#!/byDrug
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