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Incruse Ellipta 55 mcg , Inhalation powder
55 micrograms umeclidinium
(equivalent to 65 micrograms of umeclidinium bromide)
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Incruse Ellipta is indicated as a maintenance bronchodilator treatment to relieve symptoms in adult patients with
chronic obstructive pulmonary disease (COPD).
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4.2 Posology and method of administration

Method of administration

TneruseElliptaisforlor inhalation use only.

The following instructions for the 30 dose inhaler (30 day supply) also apply to the 7 dose inhaler (7 day supply).

The inhaler is packaged in a tray containing a desiccant sachet, to reduce moisture. The desiccant sachet should be thrown away and it
should not be opened, eaten or inhaled.

The patient should be advised to not open the tray until they are ready to inhale a dose.

If the inhaler cover is opened and closed without inhaling the medicinal product, the dose will be lost. The lost dose will be securely held
inside the inhaler, but it will no longer be available to be inhaled.

It is not possible to accidentally take extra medicinal product or a double dose in one inhalation.



4.8 Undesirable effects

Summary of the safety profile
The most frequently reported adverse reactions with-Incruse Ellipta wereare nasopharyngitis (6%) and upper respiratory tract infection

(5%).

Tabulated summary-list of adverse reactions
The safety profile of umeclidinium bromide was evaluated frem1663in patients with COPD who received doses of 55 micrograms or

greater for up to one year. This includes 576 patients who received the recommended dose of 55 micrograms once daily.

The frequencies assigned to the adverse reactions identified in the table below include crude incidence rates observed from feurefficacy
studies and-, the long-term safety study (which involved +;442-patients who received umeclidinium bromide)-, post-marketing studies and
spontaneous 1'ep0rting.

The frequency of adverse reactions is defined using the following convention: very common (>1/10); common (>1/100 to <1/10);
uncommon (>1/1,000 to <1/100); rare (>1/10,000 to <1/1,000); very rare (<1/10,000) and not known (cannot be estimated from available
data).

System Organ Class Adverse reactions Frequency
Infections and infestations Nasopharyngitis Common
Upper respiratory tract infection Common
Urinary tract infection Common
Sinusitis Common
Pharyngitis Uncommon
Immune system disorders Hypersensitivity reactions including:
Rash, urticaria and pruritus Uncommon
Anaphylaxis Rare
Nervous system disorders Headache Common
Dysgeusia Uncommon
Dizziness Not Knewnknown
Eye disorders Eye pain — o enss
Glaucoma Not known
Vision blurred Rare
Eyepain Not known
Intraocular pressure increased Not known
Not known
Cardiac disorders Tachycardia Common
Atrial fibrillation Uncommon
Rhythm idioventricular Uncommon
Supraventricular tachycardia Uncommon
Supraventricular extrasystoles Uncommon
Faehyeardia Comion
Respiratory, thoracic and Cough Common
mediastinal disorders
Gastrointestinal disorders Constipation Common
Dry mouth Uncommon
disorders
Renal and urinary disorders Urinary retention Not known
Dysuria Not known

6.3 Shelf life
The expiry date of the product is indicated on the packaging materials.

In-use shelf-life after opening the tray: 6 weeks. but not later than the expiry date-
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