Salomax B

Salbutamol Sulfate BP and Budesonide BP
HFA Inhaler

DESCRIPTION

Salomax B™ HFA inhaler is a combination of Salbutamol Sulfate BP and Budesonide BP. Salbutamol
Sulfate is a B2- adrenergic agonist and Budesonide is a corticosteroid. The preparation 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. This product does not contain chlorofluorocarbons
(CFCs) as the propellant. It uses hydrofluoroalkane (HFA) as propellant which is ozone-benign and
environmental friendly.

INDICATION

* Treatment of Asthma for the patients who are 18 years of age and older

« Prevention of bronchoconstriction

« Reducing the risk of exacerbations in patients with asthma who are 18 years of age and older

DOSAGE AND ADMINISTRATION

Salomax B™ HFA inhaler is intended for patients who are 18 years of age or older. The recommended
dosage is two inhalations twice a day, approximately 12 hours apart, by oral inhalation only, as needed
for asthma symptoms. After inhalation, the patient should rinse their mouth with water without
swallowing. It is important not to exceed six doses (12 inhalations) in 24 hours.

CONTRAINDICATION
Hypersensitivity to Salbutamol Sulfate, Budesonide.

SIDE EFFECT

The most common side effects 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.

PRECAUTION AND WARNING

This inhaler can worsen asthma symptoms and cause paradoxical bronchospasm, which can be
life-threatening. It should not be used more than the prescribed dose. It may also cause cardiovascular
effects and hypokalemia in some patients. Patients with certain conditions like convulsive disorders,
hyperthyroidism, or diabetes mellitus should use it with caution. It can also increase the risk of
localized infections, decreased bone mineral density, glaucoma, and cataracts. It's safety and
effectiveness have not been established in pediatric patients.

USE IN PREGNANCY AND LACTATION

There are no adequate and well-controlled studies with Salomax B™ HFA inhaler in pregnant women
to inform a drug-associated risk. Administration of Salomax B™ HFA Inhaler in pregnant women
should only be considered if the expected benefit to the mother is greater than any possible risk to the
fetus. However, available data on pregnancy outcomes following inhaled Salbutamol Sulfate use do not
consistently demonstrate a risk of major birth defects or miscarriage. Reviews of Budesonide use in
pregnant women have not identified a drug-related risk of major birth defects, miscarriage, or other
adverse maternal or fetal outcomes.

There are no available data on the effects of Salomax B™ HFA inhaler on the breastfed child or on milk
production.

DRUG INTERACTION

Strong Cytochrome P450 3A4 inhibitors (e.g. Ritonavir) may cause systemic corticosteroid effects. -
blockers may decrease the effectiveness of Salomax B™ HFA inhaler and cause severe bronchospasm.
Diuretics, or non-potassium-sparing diuretics may potentiate hypokalemia or ECG changes. Digoxin
may decrease serum digoxin levels. Monoamine oxidase inhibitors (MAOI) and tricyclic
antidepressants should be used with extreme caution with concomitant use.

OVERDOSE

Overdosing on Salbutamol Sulfate can cause excessive B-adrenergic stimulation, leading to symptoms
such as seizures, nervousness, and hyperglycemia. Budesonide, when used at excessive doses for
prolonged periods, can lead to systemic corticosteroid effects such as hypercorticism. It is important
to follow the recommended dosage to avoid the risk of overdosing.

PHARMACEUTICAL PRECAUTION

Avoid storage in direct sunlight or heat. Do not store above 25°C temperature. Keep away from light
and wet places. Keep out of reach from children. Store the inhaler with the mouthpiece down.

Shake well before each use.

PACKAGING

Salomax B™ HFA Inhaler:

Each canister contains 120 metered doses, and each actuation delivers Salbutamol Sulfate BP eq. to
Salbutamol 90 mcg and Budesonide BP 80 mcg.
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Salomax B

Salbutamol Sulfate BP and Budesonide BP

HFA Inhaler

Prime Salomax B™ HFA inhaler before using for the first time by releasing two test sprays into the air away from the face. Shake well for 5 seconds before each spray. In cases where the inhaler
has not been used for more than 7 days or when it has been dropped, prime the inhaler again by shaking well before each spray and releasing two test sprays into the air away from the face.
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120 Puffs
CFC FREE

Metal
Canister

Actuator

Parts of Inhaler

€l

Dust Cap

HOW TO USE (J3Z/ca )
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1. Shake the inhaler before each use.
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6. Place the inhaler in your mouth
between your teeth and close your lips
around the mouthpiece.

b, TRARBTE AR [ T4 AT F0E
TR A @R WS PG (o76 firew eI
€ TS (T T 1 AE |

2. Remove the dust cap of inhaler.
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7. Tiltyour head back slightly, and start to
breathe in slowly through your mouth. As
you breathe in, press down the canister
to release one dose while continuing to .
breathe in slowly and deeply
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inside and outside.
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3. Make sure the mouthpiece is clean

8. Remove the inhaler from mouth and
hold breath for 10 seconds or as long as
possible. Then breath out slowly.
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4. Hold the inhaler by placing your index
finger on top of the canister and thumb
on the bottom of plastic mouthpiece.
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9. After use, replace the dust cap on the
mouth piece.
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5. Breathe out completely and slowly.
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NOte (m) 1. If you need another puff of medicine, wait for 1 minute, then repeat the steps 5 to 9.
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2. Rinse your mouth after each use.
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Cleaning your inhaler (37e=ams ~fieies farf) Tips for Children

To stop inhaler from being blocked, inhaler must be washed and dried
at least once a week. To clean inhaler:
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1. Remove the plastic dust cap.
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2. Remove the metal canister.
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3. Rinse the plastic casing (actuator) and cap under warm water
for 30 seconds.
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4. Dry the actuator thoroughly inside and outside.
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5. Put the metal canister back in and replace the cap.
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6. Do not put the metal canister in water
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Children or people with weak hands may find it easier to hold
the inhaler with both hands. You may find the volumetric
spacer device with a face mask useful if you have to give the
inhaler to a baby or a child. Speak to your doctor if you think
you might need one of these
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