DESIGN OF INSERT OF ASMALIN PLUS HFA INHALER
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How to use your inhaler correctl
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Test your inhaler
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Before using your Inhaler for the first time, or if
it has not been used for a week or more,
shake it well and then "test fire" it, i.e. release
one puff into the air.
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Using your inhaler
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1. Remove the cap from the mouthpiece of
the actuator. Make sure there is nothing in
the mouthpiece before use.
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2. Hold canister as illustrated in figure. Shake
the canister vigorously for at least 10 seconds.
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3. Breathe out gently as you can and
immediately place the mouthpiece in your
mouth between your teeth. Do not bite it.
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4. Tilt your head slightly backward. Start
breathing slowly through your mouth. At the
same time press down firmly at the top of the
canister to release medicine. Continue to
breathe in steadily & deeply.
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5. Remove the inhaler from your mouth &
hold your breath for 10 seconds or as long as
it is comfortable. Then breathe out gently. If
you take a second inhalation, you should
wait for at least one minute before repeating
steps 3 & 4.
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6. After use, replace the mouthpiece cap.
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Important
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Do not rush steps 4 and 5. It is important that
you start to breathe in as slowly as possible
just before releasing the dose. Practice in
front of the mirror for the first few times. If you
see "mist" coming from the top of the inhaler
or the sides of your mouth, start again from
step 2. This escaping mist indicates incorrect
technique.
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How to clean your inhaler?
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1. Remove the metal canister from the
actuator (plastic casing) of the inhaler &
remove the mouthpiece cap.
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2. Immerse the actuator (plastic casing) & the
mouthpiece cap in warm water for few minutes
and then rinse them under running water. But
do not put the metal canister into water.
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3. Leave actuator & mouthpiece cap to dry in
warm place, avoid excessive heat.
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4. Replace the canister and the mouthpiece
cap correctly.
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Your inhaler should be cleaned at least once a week.
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Tips for children
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Children & others who have weaker hands
may have difficulty pressing down on the top
of the canister with just one hand. They can
use both hands to make their inhaler work.
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DESIGN OF INSERT OF ASMALIN PLUS HFA INHALER

Composition:

Each puff delivers Salbutamol Sulphate BP
equivalent to Salbutamol 90 ug & Budesonide BP
80 pg.

Pharmacology:

This is a combination of salbutamol (a
beta2-adrenergic agonist) and budesonide (a
corticosteroid), indicated for the as-needed
treatment or prevention of bronchoconstriction and
to reduce the risk of exacerbations in patients with
asthma. Salbutamol relaxes the smooth muscles of
all airways, from the trachea to the terminal
bronchioles, while budesonide has a wide range of
inhibitory activities against multiple cell types and
mediators involved in inflammation.

Indications:

Asmalin® Plus HFA Inhaler is indicated for the
as-needed  treatment or  prevention  of
bronchoconstriction and to reduce the risk of
exacerbations in patients with asthma 18 years of
age and older.

Dosage & administration:

Administer Asmalin® Plus HFA Inhaler by oral
inhalation only.

2 puffs as needed, with a maximum of 12 puffs in 24
hours.

Contraindications:
This is contraindicated for patients showing
hypersensitivity to salbutamol, budesonide, or to
any of the excipients.

Warnings & Precautions:

« If this inhaler produces paradoxical bronchospasm,
it should be discontinued immediately, and
alternative therapy should be instituted.

« This inhaler can produce cardiovascular effects
in some patients as measured by increases in
pulse rate, blood pressure, and/or other
symptoms. If such effects occur, this Inhaler may
need to be discontinued.

This inhaler should not be used more than the

maximum daily dose.

« Hypersensitivity reactions can occur after administration
of this inhaler such as anaphylaxis, angioedema,
bronchospasm, oropharyngeal edema, rash and
urticaria. Discontinue this Inhaler if such reactions
oceur.

« Beta-adrenergic agonist medicines may produce
significant hypokalemia in some patients.

« Inhaled corticosteroids should be used with caution
in patients. It may produce active or quiescent
tuberculosis infection of the respiratory tract,
systemic fungal, bacterial, viral, or parasitic
infections or ocular herpes simplex.
This inhaler contains budesonide, an inhaled
corticosteroid (ICS) which can cause infections of the
mouth and pharynx with Candida Albicans. When
such an infection develops, it should be treated with
appropriate local or systemic antifungal therapy
while treatment with this inhaler continues.

Patients treated with this inhaler should be

observed carefully for any evidence of systemic

corticosteroid effects.

« Decreases in bone mineral density (BMD) have

been observed with long-term administration of

products containing ICS.

Glaucoma increased intraocular pressure, and

cataracts have been reported following the

long-term administration of ICS, including
budesonide. These patients should consult with an
ophthalmologist.

« Caution should be exercised when considering
the co-administration of this inhaler with
long-term ketoconazole and other known strong
CYP3A4 inhibitors (e.g.- ritonavir, atazanavir,
clarithromycin, indinavir, itraconazole,
nefazodone, nelfinavir, saquinavir, telithromycin).

« If the patient continues to experience symptoms
after using this inhaler or requires more doses of
this inhaler than usual and requires evaluation of
the patient with their treatment regimen.

Side-effects:

Common side effects: Headache, cough, thrush in
mouth and throat, adrenal insufficiency, allergic
reactions, low bone mineral density, eye problems
including glaucoma, cataracts etc.

Use in special groups:

Use in pregnancy:

There are no adequate and well-controlled studies
with this preparation in pregnant women to inform a
drug-associated risk. However, available data from
epidemiological studies and post-marketing case
reports of pregnancy outcomes following inhaled
salbutamol use do not consistently demonstrate a
risk of major birth defects or miscarriage. Reviews
with budesonide use in pregnant women have not
identified a drug-related risk of major birth defects,
miscarriage or other adverse maternal or fetal
outcomes.

Use in lactation:

There are no available data on the effects of this
preparation on the breastfed child or on milk
production.

Drug interactions:

« Strong cytochrome P4503A4 inhibitors (e.g.-
ritonavir) should be used with caution.

« Other short-acting broncho dilators: Use
judiciously with other short-acting beta agonists.

« Beta blockers: May decrease effectiveness of
this inhaler and produce severe bronchospasm.

« Diuretics, or non-potassium-sparing diuretics:
May potentiate hypokalemia or ECG changes
consider monitoring potassium levels with
concomitant use.

« Monoamine oxidase inhibitors (MAOI) and
tricyclic antidepressants: Use these types of
medications alongside this inhaler with caution.

Storage:

Pressurized canister. Do not puncture, break, or
burn even when apparently empty. Store below
25°C, keep in dry place & protect from light. Keep
away from eyes. Keep away from children. To be
dispensed only on or by the prescription of a
registered physician.

Packing:
Asmalin® Plus HFA Inhaler:
contains 120/200/300 puffs.

Each canister

20006988/00

HFA Inhaler

Asmalin’ Pl

Salbutamol + Budesonide

Manufactured by:

n ARISTOPHARMA LTD.

Shampur-Kadamtali I/A, Dhaka-Bangladesh
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