formoterol Generis

Read of this leaflet carefully before you start

taking this medicine.

- Keep this leaflet. You may need to read it again.

- Ifyou have any further questions, ask your doctor
or pharmacist.

- This medicine has been prescribed for you. Do
not pass it on to others. It may harm them, even
if their symptoms are the same as yours.

- If any of the side effects gets serious, or if you
notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

In this leaflet:

1. What Formoterol Generisisand whatitis used for
2. Before you take Formoterol Generis

3. How to take Formoterol Generis

4. Possible side effects

5. How to store Formoterol Generis

6. Further information

What Formoterol Generisisand

whatitis used for

Formoterol Generis belongs to a group of medicines
known as bronchodilators.

Formoterol Generis is used in the treatment and
prevention of reversible airway obstruction, including
patients with asthma and chronic obstructive
respiratory disease. It is also used in the prevention
of bronchospasm induced by inhaled allergens, cold
air or physical exercise.

Before you take Formoterol

Generis

Do not take Formoterol Generis

. if you are allergic (hypersensitive) to formoterol or
any of other ingredients of formoterol generis

. if you are allergic to other similar drugs

- if you suffer of a heart rhythm disorder, idiopathic
subvalvular aortic stenosis, third-degree
atrioventricular block, hypertrophic obstructive
cardiomyopathy or thyrotoxicosis.

Take special care with Formoterol Generis

if you suffer from a heart disease (ischemic heart
disease, myocardialinfarction, cardiacarrhythmias,
congestive heart failure), severe hypertension or
diabetes.

if you are taking other medicines, tell your doctor

if after inhalation bronchospasm increases, stop
taking the medicine andtell your doctorimmediately
do not use in children under 5 years old

ifyou feel difficulty in breathing or feel wheezy while
using formoterol generis, you should continue to
use formoterol generis, but consult your doctor
as soon as possible, you may require additional
treatment.oncetheasthmais controlled, your doctor
may consider the gradually reducing of the dose of
formoterol generis.

Tellyour doctor if you have ever suffered of any of the
disorders mentioned above.

Taking Formoterol Generis with other medicines

Please tell your doctor or pharmacist if you are taking
orhaverecently taken any other medicines, including
medicines obtained without a medical prescription.

It should be avoided the simultaneous use of
Formoterol Generis and other drugs such as
antidepressants, monoamine oxidade (MAO)
inhibitors, sympathomimetics, bronchodilators,
diuretics, antihistamines, digitalis and beta-non-
selective blockers (including eye drops for treatment of
glaucoma), drugs containing quinidine, disopyramide,
procainamide, phenothiazine or xanthine derivatives.

These instructions are also applicable to other drugs
thatyouhave previously taken or will take in the future.

Pregnancy and breast-feeding

Askyourdoctor or pharmacist for advice before taking
any medicine.

Formoterol Generis is contraindicated in womenwho
are pregnant, who become pregnant during treatment,
or who are breast-feeding.

Driving and using machines

If you experience side effects such as jitters or
nervousness, do not drive or operate machinery.

Important information about some of the
ingredients of Formoterol Generis

This product contains lactose. If you have been told by
your doctor thatyou have intolerance to some sugars,
contact your doctor before taking this medicine.

3 How to take Formoterol Generis

Always take Formoterol Generis exactly as your doctor
has told you. Check with your doctor or pharmacist
if you are not sure.

Formoterol Generis should not be used in children
under 5 years old.

Always remember to take your medicine.

The usual dose is
Formoterol Generis is for inhalation use.

The dose for adults, including the elderly and children
over 5 years, is usually as follows: A capsule (of 12 pg
of formoterol fumarate) twice a day (which represents
a maximum daily dose of 24 pg) administered using
the inhaler, as described in the section “Method of
administration”.In more serious cases, with a medical
prescription, two capsules may be administered (24 pug
of formoterol fumarate) twice aday, which representsa
maximum daily dose of 4 capsules (48 g of formoterol
fumarate).

Apartfrom this maintenance therapy, 1 or 2 additional
capsules may be administered occasionally per day for
symptomaticrelive.fyou need to take these additional
doses more than twice a week, tell your doctor, as it
may be a sign of the worsening disease.

Formoterol acts quickly (1-3 minutes) and its
bronchodilator effects last for about 12 hours.

To prevent asthma attacks (caused by exercise, cold
air or other agents) one or two capsules (12 pg or
24 ug of formoterol fumarate) may be administered
15 minutes before exposure, following medical
indications.

Children over 5 years of age should only use
Formoterol Generis if they are capable of using the
inhaler properly and always under adult supervision.

Your doctor will tell you the duration of treatment with
Formoterol Generis. Do not stop treatment before
the deadline, as you may not be completely healed.

Method of administration
1. Remove the cap.
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12'ug inhalation powdeﬁ hard capsules

N

. Hold the base of the inhalerand turn the mouthpiece
in the direction of the arrow to open.

w

Placeacapsuleinthe capsule-shaped compartment
in the base of the inhaler. It is important that you
remove the capsule from the blister pack only
before you use it.

4. Turn the mouthpiece again to the closed position.

w

Keeping the inhaler upright, firmly squeeze the
buttons once only. This will pierce the capsule.
Release the buttons.

o

. Breathe out fully.

N

Place the mouthpiece in your mouth and tilt your
head slightly backwards. Close your lips around
the mouthpiece and breathe in as quickly and as

deep as you can.
J—
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8. Hold your breath for as long as possible without

forcing while removing the mouthpiece from your
mouth. Breathe normally. Open theinhalerto verify
ifthere is some powder inside the capsule. If there
is still powder in the capsule, repeat steps 6-8.

9. After use, discard the empty capsule and close
the mouthpiece.

Cleaning of the inhaler

Toremove theresidual powder, clean the mouthpiece
and capsule compartments with a dry cloth. You can
also use a soft and very clean brush.

If you take more Formoterol Generis than you
should

Tell immediately your doctor or go to the nearest
hospital if you experience nausea, vomiting, headache,
tremor,somnolence, heart rhythmdisorders, low blood
pressure or increased blood glucose level: the dose
may have been excessive.

In case of overdose or accidental ingestion, consult
your doctor.

| If you forget to take Formoterol Generis

Ifyou forget to take a dose of Formoterol Generis, take
itassoonasyouremember. Do nottakeadoubledose
to make up for a forgotten dose.

If you have any further questions on the use of this
product, ask your doctor or pharmacist.

4 Possible side effects

Like allmedicines, Formoterol Generis can cause side
effects, although not everybody gets them.

Occasionally,and depending on the dose, Formoterol
Generis may cause the following side effects:
occasionally: headache, palpitations, respiratory
wheezing, worsening of asthma, tremor

rare: dry mouth, fever, muscle cramps, sinusitis,
nausea, lightheadedness, fatigue. Some of these
effects may disappear spontaneously, tell your
doctor if they continue or are very bothersome.

If any of the side effects gets serious, or if you notice
any side effects not listed in this leaflet, please tell your
doctor or pharmacist.

) How to store Formoterol Generis

Store bellow 25°C, in a dry place in the original
container.

Keep out of the reach and sight of children.

Do not use Formoterol Generis after the expiry date
whichis stated on the outside of the pack. The expiry
date refers to the last day of that month.

Medicines should not be disposed of via wastewater or
household waste. Ask your pharmacist how to dispose
the medicineslolonger required. These measures will
help to protect the environment.

Further information

What Formoterol Generis contains

The active substance is formoterol fumarate.

The othercomponentsare lactose monohydrate and
micronized lactose monohydrate.

What Formoterol Generis looks like and contents
of the pack

Capsules of 12 microgramsin packs of 10,20 and 60.

Marketing Authorisation holder and Manufacturer

Marketing Authorisation holder
Generis ° Farmacéutica, S.A.
Rua Jodo de Deus, 19

2700-487 Amadora

Manufacturers

Generis ° Farmacéutica, S.A.
Rua Jodo de Deus, 19
2700-487 Amadora

Laboratorios Liconsa, S.A.

Avda. Miralcampo, n°7, Poligono Industrial Miralcampo
19200 Azuqueca de Henares (Guadalajara),
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This leaflet was last revised in March 2011.
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