Important Information for the Patients

Prime and Re-prime your Azmasol® Plus HFA Inhaler
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Azmasol®Plus HFA Inhaler should be primed before using it for the first
time. You should also re-prime your inhaler when the inhaler has not been
used for more than 7 days or when the inhaler has been dropped or after

cleaning.
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What do we mean by 'Priming & Re-priming' of the inhaler?

When using your new inhaler for the first time you should prime your
inhaler before use. This is known as priming. If it has not been used for 7
days or more, dropped, or cleaned, you should re-prime your inhaler

before use it. This is known as re-priming.
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How to prime and re-prime the inhaler?

Shake the inhaler well before each spray. To prime spray 4 times and to

re-prime spray 2 times into the air away from your face.

FITF AR R f&-2l1ZT Fa?

2ffSf5 72 T S0 AT TSI P00 T 2R FA G AR < (A0F A 00T

8 9 W3 f-22 4 Ty 2 AR OB I

Why priming and re-priming of the inhaler is important?

Priming/re-priming ensures that your inhaler delivers the correct dose.
Once primed/re-primed, your inhaler is ready to use for delivering the

correct amount of medicine.
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Cleaning your Inhaler

Keeping the plastic actuator clean is very important to prevent medicine buildup and

blockage.
The actuator should be cleaned by using luke warm water at least once a week.
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Shake well before each use
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Your Inhaler should be cleaned at least once a week
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HOW TO USE YOUR INHALER CORRE
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1. Remove the cap from the mouthpiece of the actuator.
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4. Breathe out slowly and gently until your lungs feel 5. Tilt your head back slightly. Start to breathe in slowly 6. Hold your breath. Remove the inhaler from your
comfortably empty. Raise the inhaler to your mouth. Put through your mouth. As you start to breathe in, press mouth. Continue to hold your breath as long as possible,
the mouthpiece between your teeth, but do not bite it. down firmly on the top of the can to release your up to 10 seconds. Then breathe out gently. If you are

Close your lips around the mouthpiece.

medicine, continue to breathe in steadily and deeply.

taking a second puff, wait about one minute, then repeat
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How to clean your Inhaler?
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1. Remove the canister and set it aside. Take the cover off the mouthpiece.
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2. Rinse each end of the actuator with luke warm water for 30 seconds. Shake off as
much water as you can. Do not use soap. Do not dry with a towel or tissue.
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3. Look into the mouthpiece and actuator to make sure any medicine build-up has
been completely washed away. If there is any build-up, repeat the step 2 again.
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4. Let the actuator air-dry, such as overnight.
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5. Re-assemble Azmasol® Plus when the actuator is fully dry.
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Emergency inhaler use when wet:
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Shake off as much excess water as you can.

In case of emergency situation
when you feel you are not
relieved despite using your
inhaler, you can use inhaler along

3. Shake the inhaler well to ensure any loose objects
are removed and the contents of the inhaler are evenly
mixed. Hold the inhaler upright by placing your index
finger on the top of the metal canister and thumb on the
bottom of the plastic mouthpiece.
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7. Replace the mouthpiece cap after each use.
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Precaution (srs¥er)

Pressurised canister, do not
puncture, break or incinerate
even when apparently empty.
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Azmasol’Plus

HFA Inhaler
Salbutamol and Budesonide

Description

Azmasol® Plus is a combination of salbutamol, a betas-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 18 years of age and older. 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.

Indication

Azmasol® Plus 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 and Administration

The recommended dosage of Azmasol® Plus is salbutamol 180 ug and
budesonide 160 ug (administered as 2 actuations of Azmasol® Plus
[salbutamol/budesonide 90 ug/80 ug]) as needed for asthma symptoms by oral
inhalation. Do not take more than 6 doses (12 inhalations) in a 24-hour period.
Prime Azmasol® Plus before using for the first time. To prime Azmasol® Plus,
release 4 sprays into the air away from the face, shaking well before each spray.
Azmasol® Plus must be re-primed when the inhaler has not been used for more
than 7 days, is dropped or after cleaning. To re-prime Azmasol® Plus, release 2
sprays into the air away from the face, shaking well before each spray.
Contraindication

Azmasol® Plus is contraindicated for patients showing hypersensitivity to
salbutamol, budesonide, or to any of the excipients.

Adverse Reactions

Significant adverse reactions may include: deterioration of asthma, paradoxical
bronchospasm, cardiovascular effects, hypersensitivity reactions, including
anaphylaxis, hypokalemia, immunosuppression and risk of infections,
oropharyngeal candidiasis, hypercorticism and adrenal suppression, reduction
in bone mineral density, glaucoma and cataracts, effects on growth in pediatric
patients.

Warning & Precaution

Asthma may deteriorate acutely over a period of hours or chronically over
several days or longer. If the patient continues to experience symptoms after
using Azmasol® Plus or requires more doses of Azmasol® Plus than usual, this
may be a marker of destabilization of asthma and requires evaluation of the
patient and their treatment regimen.

Azmasol® Plus can produce paradoxical bronchospasm, which may be life
threatening. If paradoxical bronchospasm occurs following dosing with
Azmasol® Plus, it should be discontinued immediately, and alternative therapy
should be instituted. Azmasol® Plus, like other drugs containing
betas-adrenergic agonists, can produce clinically significant cardiovascular
effects in some patients as measured by increases in pulse rate, blood
pressure, and/or other symptoms. If such effects occur, Azmasol® Plus may
need to be discontinued. As with other inhaled drugs containing beta-adrenergic
agents, Azmasol® Plus should not be used more than the maximum daily as an
overdose may result. Clinically significant cardiovascular effects and fatalities
have been reported in association with excessive use of inhaled
sympathomimetic drugs. Hypersensitivity reactions can occur after
administration of salbutamol sulfate and budesonide, components of Azmasol®
Plus, as demonstrated by cases of anaphylaxis, angioedema, bronchospasm,
oropharyngeal edema, rash, and urticaria. Discontinue Azmasol® Plus if such
reactions occur. Azmasol® Plus, like all therapies containing sympathomimetic
amines, should be used with caution in patients with convulsive disorders,
hyperthyroidism, or diabetes mellitus and in patients who are unusually
responsive to sympathomimetic amines. Beta-adrenergic agonist medicines
may produce significant hypokalemia in some patients, possibly through
intracellular shunting, which has the potential to produce adverse
cardiovascular effects. Patients who are using drugs that suppress the immune
system are more susceptible to infection. Chicken pox and measles, for
example, can have a more serious or even fatal course in susceptible patients
using corticosteroids. In patients who have not had these diseases or been
properly immunized, particular care should be taken to avoid exposure.

Azmasol® Plus contains budesonide, an inhaled corticosteroid (ICS). Localized
infections of the mouth and pharynx with Candida albicans have occurred in
patients treated with ICS agents. Monitor patients periodically. Budesonide, a
component of Azmasol® Plus, will often help control asthma symptoms with less
suppression  of hypothalamic-pituitary-adrenal  (HPA)  function  than
therapeutically equivalent oral doses of prednisone. Decreases in bone mineral
density (BMD) have been observed with long-term administration of products
containing ICS. Patients with major risk factors for decreased bone mineral
content, such as prolonged immobilization, family history of osteoporosis,
post-menopausal status, tobacco use, advanced age, poor nutrition, or chronic
use of drugs that can reduce bone mass should be monitored and treated with
established standards of care. Glaucoma, increased intraocular pressure, and
cataracts have been reported following the long-term administration of ICS,
including budesonide, a component of Azmasol® Plus. Caution should be
exercised when considering the co-administration of Azmasol® Plus with
long-term ketoconazole and other known strong CYP3A4 inhibitors (e.g.,
ritonavir, atazanavir, clarithromycin, indinavir, itraconazole, nefazodone,
nelfinavir, saquinavir, telithromycin) because adverse effects related to
increased systemic exposure to budesonide may occur. Orally inhaled
corticosteroids, including budesonide, may cause a reduction in growth velocity
when administered to pediatric patients. The safety and effectiveness of
Azmasol® Plus have not been established in pediatric patients, and Azmasol®
Plus is not indicated for use in this population.

Use in Specific Population

Pregnancy: There are no adequate and well-controlled studies with Azmasol®
Plus in pregnant women to inform a drug-associated risk. However, available
data from epidemiological studies and postmarketing 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.

Lactation: There are no available data on the effects of with Azmasol® Plus on
the breastfed child or on milk production.

Overdosage

Azmasol® Plus contains both salbutamol and budesonide; therefore, the risks
associated with overdosage for the individual components described below
apply to Azmasol® Plus.

Salbutamol: The expected symptoms with overdosage are those of excessive
beta-adrenergic stimulation and/or occurrence or exaggeration of any of the
symptoms of beta-adrenergic stimulation (e.g., seizures, angina, hypertension
or hypotension, tachycardia with rates up to 200 beats/minute, arrhythmias,
nervousness, headache, tremor, muscle cramps, dry mouth, palpitation,
nausea, dizziness, fatigue, malaise, insomnia, hyperglycemia, and metabolic
acidosis). Hypokalemia may also occur.

Budesonide: If used at excessive doses for prolonged periods, systemic
corticosteroid effects such as hypercorticism may occur.

Pharmaceutical Precautions

Pressurised canister, do not puncture, break or incinerate even when empty as
canister may explode. Avoid exposure to direct sunlight or heat. Clean your
inhaler regularly as per direction. Do not store above 30° C. Keep in a dry place.
Protect from light and keep out of the reach of children. Keep away from eyes.
Use within six months after removing from foil pouch.

For best results, the canister should be at room temperature before use. Shake
well before each use.

Commercial Pack

Azmasol® Plus HFA Inhaler: Each canister contains 120 metered doses, each
actuation (ex-actuator) delivers Salbutamol BP 90 pg (as sulfate) and
Budesonide BP 80 ug.

Manufactured by
BEXIMCO PHARMACEUTICALS LTD.

126, Kathaldia, Auchpara, Tongi, Gazipur, Bangladesh
3020010303 210623
® Azmasol is a regi of Beximco P i Ltd.
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