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BUVENTOL EASYHALER® 100 mcg/ dose
Inhalation Powder

BUVENTOL EASYHALER® 200 mcg/ dose
inhalation Powder

Product Description

BUVENTOL EASYHALER is an inhalation powder packed into
a multiple dose powder inhaler from which the patient can
accurately deliver the individual drug doses. It is for oral inhalation.

BUVENTOL EASYHALER 100 mcg/ dose Inhalation Powder:

The product contains salbutamol sulphate equivalent to 100 mcg
of salbutamol per metered dose. The dose, which the patient gets
through the mouthpiece of the device is 90 mcg of salbutamol.

BUVENTOL EASYHALER 200 mcg/ dose Inhalation Powder:

The product contains salbutamol sulphate equivalent to 200 mcg
of salbutamol per metered dose. The dose, which the patient gets
through the mouthpiece of the device is 180 mcg of salbutamol.

The BUVENTOL EASYHALER multiple dose powder inhaler
contains 200 doses of finely powdered salbutamol sulphate
mixed in a small quantity of lactose. The amount of drug received
by the patient (90 or 180 mcg/dose) corresponds to that from
salbutamol inhalation aerosol. The dose to be inhaled is released
from the container by pressing the device between the thumb
and forefinger. This is followed by inhalation through the device.
As aresult, salbutamol particles are transferred to their target,
the lungs. Use of the BUVENTOL EASYHALER does not require
coordination of actuation of the dose and inhalation.

Pharmacodynamics

BUVENTOL EASYHALER contains a selective beta,-adrenergic
receptor agonist, salbutamol. Salbutamol acts especially on

the bronchiwhere it relaxes the smooth muscles. The effect of
salbutamol is mediated by cyclic AMP. Salbutamol also inhibits the
release of histamine and some other mediators in the lungs and
accelerates ciliary clearance of the bronchi.

When shifting from freon-based metered dose aerosols to

other drug dispensing devices, it is optimal to offer the patient a
dispensing device, which does not require adjustment of the dose
ofthe antiasthmatic. It is easiest for the patient to manage a new
drug dispenser, which resembles as closely as possible his/her
previous aerosol dispenser.

The salbutamol powder dispensed by EASYHALER has been
shown to exhibit clinically equivalent bronchodilatation to the
optimally used salbutamol aerosol when equal metered doses are
administered.

Pharmacokinetics

Inhaled salbutamol acts rapidly, and maximum response is
reached in 30 -60 minutes. Following oral inhalation, the fraction
thatis distributed to the lung (approx. 10 - 25 %) is rapidly seen

in the circulation as free unmetabolized drug. The plasma
concentrations of inhaled salbutamol are, however, lower than
those produced by oral dose. At the doses used in inhalation
therapy, the adverse reactions to salbutamol are clearly less

than in oral therapy. Salbutamol and its metabolites are rapidly
excreted in the urine and faeces with about 80% of the dose being
recovered in urine within 24 hours. The elimination half-life of

salbutamol is 2.7 to 5.5 hours after oral and inhaled administration.

When shifting from freon-based metered dose aerosols to

other drug dispensing devices, it is optimal to offer the patient a
dispensing device, which does not require adjustment of the dose
of the antiasthmatic. It is easiest for the patient to manage a new
drug dispenser, which resembles as closely as possible his/her
previous aerosol dispenser.

The salbutamol powder dispensed by EASYHALER has been
shown to exhibit clinically equivalent bronchodilatation to the
optimally used salbutamol aerosol when equal metered doses are
administered.

Indications

Symptomatic treatment of acute asthma attack. Prevention of
exercise-induced bronchospasm. Symptomatic treatment of
bronchial asthma and other conditions, such as bronchitis and
emphysema, associated with reversible airways obstruction.

Contraindications

History of hypersensitivity to any of the components of the
product.

Side Effects

Inhaled salbutamol is normally well tolerated. Side effects are
rare and they usually disappear with continued treatment. Some
patients may experience slight tremor of skeletal muscles and
palpitation. These side effects are dose dependent.

Transient nausea, headache, restlessness, and dizziness

have been reported. Hypersensitivity reactions including
bronchospasms, urticaria, hypotension, and collapse have also
been reported. Rare adverse events are dryness and irritation
ofthe mouth, irritation of the throat, muscle cramps, and
hypokalemia.

Special Precautions / Warnings

If previously effective dose of salbutamol inhaler fails to give
relief for at least three hours, the patient should be advised to
contact his doctor for evaluation of the need of additional anti-
inflammatory medication. Potentially serious hypokalemia may
result from beta,-agonist therapy.

Particular caution is advised in acute severe asthma as this effect
may be potentiated by concomitant treatment with xanthine
derivatives, steroids, diuretics and also by hypoxia. Serum
potassium levels are recommended to be monitored in such
situations.

In patients with diabetes, the blood glucose level should be
checked in the beginning of the treatment until the possible slight
hyperglycaemic effect of salbutamol is balanced by the treatment
of diabetes.

Salbutamol should be administered cautiously to the patients
suffering from thyreotoxicosis.

Effects on ability to drive and use machines

BUVENTOL is unlikely to affect ability to drive or to operate
machinery.

Drug Interactions

Beta-blockers, such as propranolol, inhibit the effect of
salbutamol. Additional adrenergic drugs, monoamine oxidase
inhibitors, or tricyclic antidepressants should be used with
caution concomitantly with salbutamol because of deleterious
cardiovascular effects.

Use in Pregnancy and Lactation

Unnecessary use of the drug should be avoided, particularly
during the first trimester of pregnancy. As salbutamol is excreted
in breast milkits use in nursing mothers requires careful
consideration.

Dosage and Administration

The preparation is intended for oral inhalation only. This
preparation is particularly useful for patients who are unable to
use metered dose inhaler properly and for patients to whom

the use of inhalation aerosol causes irritation of airways. The
lowest effective doses of inhaled salbutamol are recommended
and instead of regular use it is recommended to use inhaled
salbutamol when needed.

Adults: For the relief of acute asthma or before exercise
100-400mcg. The recommended dose for maintenance
treatment or prophylactic therapy is 100-400 mcg two to four
times a day.

Maximum dose is 24 mg/day. Children: In the treatment

of episodic asthma or before exercise 100-200 mcg. The
recommended dose for maintenance or prophylactic treatment
is100-200 mcg two to four times daily. Maximum dose is 1.2 mg/
day.

Instructions for Use / handling:

Patients have to be instructed to perform a strong and deep
inhalation through the EASYHALER device. Patients have to
be instructed not to exhale into the device. lllustrated user’s
instructions for use accompany each package.

Overdosage

Overdose symptoms are those of excessive beta-stimulation,
e.g. seizures, angina, hypertension or hypotension, tachycardia
with rates up to 200 beats/min, arrhythmias, nervousness,
headache, tremor, dry mouth, palpitation, nausea, dizziness,
fatigue, and insomnia.

Treatment consists of discontinuation of salbutamol

together with appropriate symptomatic therapy. Administer a
cardioselective beta-adrenergic blocker (e.g. acebutolol, atenolol,
metoprolol), if necessary for cardiac arrhythmias. However, the
beta-adrenergic blocker should be used with caution because it
could induce severe bronchospasm.

Packaging
BUVENTOL EASYHALER 100 mcg/dose Inhalation Powder: A User

Package containing 1 unit of BUVENTOL EASYHALER 100 mcg/dose
inhalation powder in the inhaler device, and instruction for use.

BUVENTOL EASYHALER 200 mcg/dose Inhalation Powder: AUser
Package containing 1unit of BUVENTOL EASYHALER 200 mcg/dose
inhalation powder in the inhaler device, and instruction for use.

Storage: Store in a dry place Store below 30° C. Keep out of
reach of children.

Shelflife: 3 years when stored in laminate pouch, 6 months
opening of the pouch.

BUVENTOL EASYHALER should not be used after these dates.

Manufactured by
Orion Corporation
Espoo, Finland
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INSTRUCTIONS FOR USE BUVENTOL EASYHALER®

Salbutamol inhalation powder

Read the following instructions before using BUVENTOL EASYHALER inhalation powder. Follow the instructions carefully. With
BUVENTOL EASYHALER multidose powder inhaler you can inhale salbutamol to your lungs without needing to inhale any propellants.
The powder inhaler contains 200 doses of salbutamol, which is a broncho dilating drug substance used in the prophylaxis and
treatment of asthma attacks.

When you first get your EASYHALER

The EASYHALER comes in a foil bag. Do not open the foil bag until you are ready to start using the
medicine as it helps to keep the powder dry in the inhaler.

Inhaler

) Mouthpiece
When you are ready to start treatment open the bag and record the date e.g., in your calendar. N

.

A

Use the inhaler within 6 months of removing from the foil bag. S
Dustcap
HOW TO USE CORRECTLY
Step 1: SHAKE SHAKE x 3-5 Important points to remember
* Remove the dustcap i e |tisimportantto keep the inhalerin the upright
*  Shaketheinhaler 3to & times holding it in the 1 position
upright position = * Ifyouaccidentally click while you shake the
~ inhaler, empty the powder from the mouthpiece
as shown below
Step 2: CLICK CLICK x 1 Important points to remember
* Keep holding the inhaler upright between your * Theinhalerwill not click if the dustcap is still on
forefinger and thumb «  Onlyclickdown once

* Press down until you hear a click, and let the

* Ifyouaccidentally click more than once, empty
inhaler click back again. This releases a dose

the powder from the mouthpiece, see below

* Onlyclickdownonce  Clickto release dose before you inhale, not at

the same time

e Keeptheinhaler upright when you click it
and when you inhale the dose. If you tip it, the
powder could fall out before you are able to
inhale it

Step 3: INHALE INHALE Important points to remember

* Keep holding the inhaler upright * Make sure the whole mouthpiece is well inside
your mouth, so that the medication gets into

your lungs

* Breathe out normally

* Place the mouthpiece in your mouth between
your teeth and close your lips tightly around
the mouthpiece

e Make sure your lips make a good seal around the
mouthpiece

* Do notbreathe outinto the inhaler. This is
important: it could clog up the inhaler. If you
breathed out into the inhaler, empty the powder
from mouthpiece, see below

* Takeastrong and deep breath in

e Taketheinhaler out of your mouth, hold
breath for at least S seconds, then breathe
out normally.

If you need to take another inhalation, please repeat the steps 1-3 Shake-Click-Inhale.

After you have used the inhaler:

* Putthe dust cap back on the mouthpiece. It stops the inhaler going off by accident.

* Afteryou have taken the dose, rinse your mouth with water, and spit it out and/or brush your teeth.
This may help to stop you getting thrush and becoming hoarse.

How to empty the powder from the mouthpiece
If you click the inhaler by accident, or if you might have clicked it more than once, or if you breathe out into

it, empty the mouthpiece. R
e Tapthe mouthpiece to empty the powder onto a table top, or the palm of your hand. \;—%_c

¢ Then start again with steps Shake-Click-Inhale. Q U)
Cleaning the EASYHALER i

Keep yourinhaler dry and clean. If necessary you may wipe the mouthpiece of your inhaler with a dry cloth
ortissue. Do not use water: the powder in the EASYHALER is sensitive to moisture.

Using the EASYHALER with a protective cover

You may use a protective cover with yourinhaler.This helps to improve durability of the product.
When you firstinsert your inhaler in the protective cover make sure the dustcap is on the inhaler
as this stops it going off by accident. You can use the inhaler without removing it from the
protective cover.

Follow the same instructions as above, 1. Shake - 2. Click - 3. Inhale.

Rememberto:

* Keeptheinhalerin the upright position when clicking it
* Replace the dustcap after taking the dose as this stops the inhaler going off by accident.

When to switch to anew EASYHALER

The dose counter shows the number of remaining doses. The counter turns after every 5th click.
When the dose counter starts turning red, there are 20 doses left.

If you do not already have a new EASYHALER, contact your doctor for a new prescription. When the
counterreaches O (zero), you need to replace the EASYHALER.

If you use the protective cover, you can keep it and insert your new inhaler into it. Dose -
Counter 0

Remember
* 1.Shake - 2. Click - 3. Inhale.
e Afteryou have taken the dose, rinse your mouth with water and spit it out and/or brush your teeth.

* Do notgetyourinhalerwet, protect it from moisture.

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