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Trioson

Beclometasone Dipropionate BP, Formoterol Fumarate Dihydrate BP
and Glycopyrronium Bromide BP HFA Inhaler

DESCRIPTION

Trioson™ is a combination of Beclometasone Dipropionate BP, Formoterol Fumarate Dihydrate BP and
Glycopyrronium Bromide BP. Beclometasone Dipropionate is a corticosteroid that reduces the swelling and
irritation in the lungs. Formoterol and Glycopyrronium are long-acting bronchodilators that act different ways to
relax muscles in airways, helping to open the airways wider and allowing to breathe more easily.

This product does not contain chlorofluorocarbons (CFCs) as the propellant. It uses Hydrofluoroalkane (HFA) as a
propellant, which is ozone-benign and environmentally friendly.

INDICATIONS

Asthma: Trioson™ is indicated for the maintenance treatment of asthma, in adults not adequately controlled with a
maintenance combination of a long-acting beta-2 agonist and medium dose of inhaled corticosteroid, and who
experienced one or more asthma exacerbations in the previous year.

COPD: Trioson™ is indicated for the maintenance treatment in adult patients with moderate to severe COPD who are
not adequately treated by a combination of an inhaled corticosteroid and a long-acting beta-2 agonist or a
combination of a long-acting beta-2 agonist and a long-acting muscarinic antagonist.

DOSAGE AND ADMINISTRATION

Route of Administration: For oral inhalation only

For Asthma: Recommended doses: Adults (18 years and older): 2 inhalations twice daily (morning and evening,
approximately 12 hours apart).

The recommended starting dosages are based on patients’ asthma severity.

For COPD: Recommended doses: 2 inhalations twice daily.

The maximum dose is two inhalations twice daily.

Patients should be advised to take the inhaler every day even when asymptomatic.

If symptoms arise in the period between doses, an inhaled, short acting beta-2 agonist should be used for
immediate relief.

After inhalation, the patient should rinse the mouth with water without swallowing.

CONTRAINDICATIONS
Hypersensitivity to active substances or any of the excipients.

SIDE EFFECTS
Side effects include dysphonia, oral candidiasis, muscle spasms and dry mouth. In asthma, side effects tend to
occur in the first 3 months after the start of treatment and then become less frequent.

PRECAUTIONS AND WARNINGS

This inhaler is not indicated for the treatment of acute episodes of bronchospasm, or to treat an acute disease
exacerbation. This can worsen asthma symptoms and cause paradoxical bronchospasm, which can be
life-threatening. It should not be used more than the prescribed dose. It should be used with caution in patients with
cardiac arrhythmias, especially third-degree atrioventricular block and tachyarrhythmias, severe heart disease
(particularly acute myocardial infarction, ischaemic heart disease, congestive heart failure). This should be
administered with caution in patients with active or quiescent pulmonary tuberculosis and in patients with fungal
and viral infections in the airways.

Patients with certain conditions like hyperthyroidism, or diabetes mellitus should use it with caution.

Patients should be advised to have their rescue inhaler available at all times.

USE IN PREGNANCY AND LACTATION

There is no adequate data on the use of Beclometasone Dipropionate, Formoterol Fumarate Dihydrate and
Glycopyrronium Bromide in pregnant women.

Glucocorticoid agents are known to cause effects in the early gestation phase, while beta-2 sympathomimetic
agents like formoterol have tocolytic effects. Therefore, as a precautionary measure, it is preferable to avoid the use
of Beclometasone Dipropionate, Formoterol Fumarate Dihydrate and Glycopyrronium Bromide during pregnancy
and labor. Beclometasone Dipropionate, Formoterol Fumarate Dihydrate and Glycopyrronium Bromide should only
be used during pregnancy if the expected benefit to the patient outweighs the potential risk to the fetus. Infants and
neonates born to mothers receiving substantial doses of Beclometasone Dipropionate, Formoterol Fumarate
Dihydrate and Glycopyrronium Bromide should be observed for adrenal suppression.

DRUG INTERACTIONS

Glycopyrronium elimination is mainly through the renal route, so there could be potential drug interactions with
medications that affect renal excretion. Beclometasone has a low dependence on CYP3A metabolism, so
interactions are unlikely. However, caution and monitoring are advised when used with strong CYP3A inhibitors.
Non-cardioselective beta-2 blockers, Quinidine, Disopyramide, and other medications can prolong the QT interval
and increase the risk of ventricular arrhythmias when used with inhaled Formoterol. Concomitant use of
Monoamine oxidase inhibitors or similar medications can precipitate hypertensive reactions. There is an increased
risk of arrhythmias in patients receiving concomitant anesthesia with halogenated hydrocarbons. Xanthine
derivatives, steroids, or diuretics may potentiate a possible hypokalemic effect of beta-2 agonists, which can
increase the risk of arrhythmias, especially in patients treated with digitalis glycosides.

OVERDOSE

An overdose may produce signs and symptoms due to the individual comp ’s actions, i those seen
with an overdose of other beta-2 agonists or anticholinergics and consistent with the known inhaled corticosteroid
class effects. If overdose occurs, the patient’s symptoms should be treated supportively with appropriate
monitoring as necessary.

i

PHARMACEUTICAL PRECAUTION

Before opening store in the refrigerator at 2-8°C temperature. Do not freeze. During use, keep the inhaler below
25°C temperature for a maximum upto 4 months. Keep away from light and wet places. Keep out of reach of
children. Store the inhaler with the mouthpiece down.

PACKAGING

Trioson™ 100 HFA Inhaler:

Each canister contains 120 metered doses; each puff contains Beclometasone Dipropionate BP 100 mcg,
Formoterol Fumarate Dihydrate BP 6 mcg and Glycopyrronium Bromide BP equivalent to Glycopyrronium 10 meg.

Trioson™ 200 HFA Inhaler:
Each canister contains 120 metered doses; each puff contains Beclometasone Dipropionate BP 200 mcg,
Formoterol Fumarate Dihydrate BP 6 mcg and Glycopyrronium Bromide BP equivalent to Glycopyrronium 10 meg.
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Trioson

Beclometasone Dipropionate BP, Formoterol Fumarate Dihydrate BP
and Glycopyrronium Bromide BP HFA Inhaler

Prime Trioson™ before using for the first time by releasing two test sprays into the air away from the face. 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 releasing two test sprays into the air away from the face.
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120 Puffs
CFC FREE

Parts of Inhaler

Mouth
Piece a

Actuator ~ Metal  Dust Cap
Canister

1. Remove the dust cap of inhaler.
3. ZCEANCE TFB et Afca o |

HOW TO USE (J3QEF fazm)

B

3. Hold the inhaler by placing your index
finger on top of the canister and thumb
on the bottom of plastic mouthpiece.

2. Make sure the mouthpiece is clean
inside and outside.
3. METE foora wik AR AfEE Se

4. Breathe out completely and slowly.
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5. Place the inhaler in your mouth
between teeth and close your lips
around the mouthpiece.
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6. Tilt your head back slightly, and startto 7. Remove the inhaler from mouth and 8. After use replace the dust cap on the

breathe in slowly through your mouth. As ~ hold breath for 10 seconds or as long as  mouthpiece.

you breathe in, press down the canister  possible. Then breath out slowly. b, IR 7 T5 ol o1 BT 0t e |

to release one dose while continuing to  a. 3% 2tz Zee Afewy o @k So (TR A

breathe in slowly and deeply. TET THE 4P 4T A | OReE A A A

v, STeTE W KFReT P FTe T 4 W |

i &ia A 4P e oF TP @R @3B

TR FioRbE Fe s vt e | g

e A ORI AP TR TR @3 Tl

freza i

Note (m) 1. For second puff of medicine is needed, wait for half a minute, then repeat step 4 to 8. 2. Rinse mouth after each use.
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Cleaning your inhaler (3T ~fiER frawRe)

To stop your inhaler from being blocked, your inhaler must be
cleaned at least once a week. To clean your inhaler:
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water or other liquids to clean your inhaler.

1. Do not remove pressurized canister from the inhaler and do not use
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from inhaler.

2. Remove the protective cap from the mouthpiece by pulling it away
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3. Wipe inside and outside of the mouthpiece and the inhaler with
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aclean, dry cloth or tissue. foora @R A8 57 1

4. Replace the mouthpiece cap. SR A 1 B o e
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5. Do not put metal canister in water. @ | 4TST FFH AT T A | TR AR |

Tips for using Inhaler

If you find it difficult to use the inhaler while starting to breath
in, you may use a volumetric spacer device. Speak to your
doctor if you think you might need the spacer.
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: Trioson Leaflet
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