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Trelegy Ellipta 184/55/22 mcg Trelegy Ellipta 92/55/22 mcg
184mcg Fluticasone Furoate, 92 mcg Fluticasone Furoate,
55 Umeclidinium (as bromide), 55 Umeclidinium (as bromide),
22 mcg Vilanterol (as trifenatate) 22 mcg Vilanterol (as trifenatate)
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Asthma
Trelegy Ellipta 92/55/22 mcg and Trelegy Ellipta 184/55/22 mcg are indicated for the maintenance
treatment of asthma in patients aged 18 years and older. Trelegy Ellipta 92/55/22 mcg and Trelegy
Ellipta 184/55/22 mcg should be prescribed for patients who are not adequately controlled on
maintenance asthma medication, such as an ICS/LABA.

COPD (Chronic Obstructive Pulmonary Disease)

Trelegy Ellipta 92/55/22 is indicated as a 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 2-agonist or a combination of a long-acting $2-agonist
and a long-acting muscarinic antagonist .
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4.1 Therapeutic indications

Asthma

Trelegy Ellipta 92/55/22 mcg and Trelegy Ellipta 184/55/22 mcg are indicated for the maintenance
treatment of asthma in patients aged 18 years and older. Trelegy Ellipta 92/55/22 mcg and Trelegy
Ellipta 184/55/22 mcg should be prescribed for patients who are not adequately controlled on
maintenance asthma medication, such as an ICS/LABA.

COPD (Chronic Obstructive Pulmonary Disease)

Trelegy Ellipta 92/55/22 is indicated as a 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 32-agonist or a combination of a long-acting 32-agonist
and a long-acting muscarinic antagonist (for effects on symptom control and prevention of exacerbations

see section 5.1).




Important Limitations of Use

Trelegy Ellipta 92/55/22 mcg and Trelegy Ellipta 184/55/22 mcg are NOT indicated for the relief of
acute asthma.

Trelegy Ellipta 184/55/22 mcg is not indicated for patients with COPD.

4.8 Undesirable effects

Summary of the safety profile
The safety profile of Trelegy Ellipta (fluticasone furoate/umeclidinium/vilanterol) is based on data from
one phase III clinical study in asthma (205715) and three phase III clinical studies and spontaneous

reporting in COPDACTFFH6853, 20081 2-and-CTFF1H6855).

Asthma

The asthma study (205715) included 2,436 adult subjects inadequately controlled on their current
treatment of combination therapy (ICS plus a LABA) who received fluticasone
furoate/umeclidinium/vilanterol or an active comparator of fluticasone furoate/vilanterol for 24 to 52
week’s duration.

COPD

comparators{stady CTTH6855IMPACT):
The most frequently reported adverse reactions are nasopharyngitis (7%), headache (5%) and upper
respiratory tract infection (2%).

6.4 Special precautions for storage

Do not store above 30°C.
If stored in a refrigerator allow the inhaler to return to room temperature for at least an hour before use.

Keep the inhaler inside the sealed tray in order to protect from moisture and only remove immediately
before first use.

6.6 Special precautions for disposal

After inhalation, patients should rinse their mouth with water without swallowing.
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