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Each metered dose (ex-valve) contains:
e  Flutiform 50/5- 50 mcg of fluticasone propionate and 5 mcg of formoterol fumarate dihydrate.
e  Flutiform 125/5- 125 mcg of fluticasone propionate and 5 mcg of formoterol fumarate dihydrate.
e  Flutiform 250/10- 250 mcg of fluticasone fumarate and 10 mcg of formoterol fumarate
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The regular treatment of asthma where use of a combination product (an inhaled corticosteroid and a
long — acting B2 agonist) is appropriate:
¢ For patients not adequately controlled with inhaled corticosteroids and ‘as required’ inhaled short -acting
B2 agonist.
e For patients already adequately controlled on both an inhaled corticosteroid and a long-acting B2 agonist.

Flutiform 50mcg/5mcg inhaler is indicated in adults, adolescents and children aged 5 years and above.
Flutiform 125mcg/5mcg inhaler is indicated in adults and adolescents aged 12 years and above.
Flutiform 250mcg/10mcg inhaler is indicated in adults only.
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2. Qualitative and quantitative composition

Excipient with known effect

Each actuation contains 1 mg ethanol.

4.2 Posology and method of administration

Flutiform 125 /5 inhaler — only

Children under 12 years:

No data are available for this strength of fFlutiform inhaler in children. Experience in children under the
age of 12 years is limited (see sections 4.4, 4.8, 5.1 & 5.3). Flutiform 125 /5 inhaler in-any-strength is not
recommended for use in children less than 12 years of age; Flutiform 125 /5 inhaler should not be used in
this young age group.



Flutiform 250 /10 inhaler — only

Adolescents under 18 years and children:

No data are available for this strength of Flutiform inhaler in children or adolescents. Experience in
children is limited to the lowest strength (50 microgram/5 microgram) (see sections 4.4, 4.8, 5.1 &
5.3). Flutiform inhaler in this strength (250 microgram/10 microgram per actuation) is not
recommended for use in adolescents or children; Flutiform 250 /10 inhaler should not be used in
this young age group.

Flutiform inhaler - all strengths

Use of a spacer device with Flutiform inhaler is recommended in patients who find it difficult to
synchronise aerosol actuation with inspiration of breath. The AeroChamber Plus® is the

recommended enly spacer device recommended-foruse-with-flutiferm-inhaler.

Steps to follow when using the inhaler:

1.

w

Remove the mouthpiece cover and check that the mouthpiece is clean, and free from dust
and dirt.

The inhaler should be shaken immediately before releasing each actuation (puff) to

ensure that the contents of the inhaler are evenly mixed.

Breathe out as far as is comfortable and as slowly and deeply as possible.

Hold the canister vertically with its body upwards and put the lips around the mouthpiece.
Hold the inhaler upright with a thumb(s) on the base of the mouthpiece and a forefinger
/index finger(s) on the top of the inhaler. Do not bite the mouthpiece.

Breathe in slowly and deeply through the mouth. After starting to breathe

in press down on the top of the inhaler to release one actuation (puff) and continue to
breathe in steadily and deeply (optimally for about 2-3 seconds for children and 4-5 seconds
in adults).

While holding breath, remove the inhaler from mouth. Patients should continue to hold
their breath for as long as is comfortable (optimally about 10 seconds), then breathe out
slowly. Do not breathe out into the inhaler.

For the second actuation (puff), keep the inhaler in a vertical position for about half a minute,
and then repeat steps 2 to 6.

After use, replace the mouthpiece cover.

IMPORTANT: Do not perform steps 2 to 6 too quickly.

4.4

Special warnings and precautions for use

Patients should be advised that Flutiform inhaler contains 2 mg of alcohol (ethanol) in each

dose (2 inhalations). The amount in each dose is equivalent to less than 1 ml of beer or 1 ml of

wine. The small amount of alcohol in this medicinal product will not have any noticeable

effects.a~very-smat-amountofethanollapproximately1-00-m

4.5 Interaction with other medicinal products and other forms of interaction

Formoterol fumarate, as with other B2 agonists, should be administered with extreme caution
to patients being treated with tricyclic antidepressants or monoamine oxidase inhibitors, and
during the immediate two week period following their discontinuation, or other drugs known
to prolong the QTc interval such as antipsychotics (including phenothiazines), quinidine,
disopyramide, procainamide, and antihistamines. Drugs that are known to prolong the QTc
interval can increase the risk of ventricular arrhythmias (see section 4.4).



5.1 Pharmacodynamic properties
Pharmacotherapeutic Group: Drugs for obstructive airways adrenergics in combination with
corticosteroids or other drugs excl. anticholinergics

ATC code: RO3AK11

Eluti  Corti ids ROLADOS

Paediatric population

In a second 12-week paediatric study including a 6-month extension phase for long-term
safety 210 children aged 4 - 12 years were treated with a maintenance dose of Flutiform
inhaler (2 inhalations of 50/5 micrograms twice daily) or with a fluticasone/salmeterol fixed

combination—comparator—drug. Flutiform inhaler (2 inhalations of 50/5 micrograms twice

daily) was non-inferior to fluticasone/salmeterol.

SWiA a-6-mo onphase: Two
hundred and five patients treated—with—flutiferm inhaler—subsequently completed the 6-
month extension phase during which they received Flutiform inhaler (2 inhalations of 50/5

micrograms twice daily). Flutiform inhaler was safe and well tolerated.
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	Each metered dose (ex-valve) contains:
	Flutiform 50mcg/5mcg inhaler is indicated in adults, adolescents and children aged 5 years and above. Flutiform 125mcg/5mcg inhaler is indicated in adults and adolescents aged 12 years and above.

