Trionid

Budesonide BP, Glycopyrronium Bromide BP and
Formoterol Fumarate BP HFA Inhaler

DESCRIPTION

Trionid™ is a combination of Budesonide, Glycopyrronium Bromide and Formoterol Fumarate Dihydrate.
Budesonide is a corticosteroid that reduces the swelling and irritation in the lungs. Formoterol and
Glycopyrronium are long-acting bronchodilators that act in different ways to relax muscles in the airways, helping
to open the airways wider and allowing to breathe more easily to prevent symptoms, such as wheezing, cough,
chest tightness, and shortness of breath. This product does not contain chlorofluorocarbons (CFCs) as the
propellant. It uses hydrofluoroalkane (HFA) as propellant which is ozone-benign and environmentally friendly.

INDICATIONS
Trionid™ is indicated for the maintenance treatment in patients with Chronic Obstructive Pulmonary Disease
(COPD). Itis not indicated for the relief of acute bronchospasm.

DOSAGE AND ADMINISTRATION
Route of Administration: For oral inhalation only.
Rect jed doses: 2 inhalations twice daily in the morning and the evening.

The maximum dose is two inhalations twice daily.
After inhalation, the patient should rinse the mouth with water without swallowing.

CONTRAINDICATIONS
It is contraindicated in patients who have demonstrated hypersensitivity to Budesonide, Formoterol Fumarate,
Glycopyrronium, or any of the excipients.

SIDE EFFECTS
The most common side effects include upper respiratory tract infection, pneumonia, back pain, oral candidiasis,
influenza, muscle spasms, urinary tract infection, cough, sinusitis, and diarrhea.

PRECAUTIONS AND WARNINGS

This inhaler is not indicated to be used for the relief of acute symptoms (as rescue therapy for the treatment of
acute episodes of bronchospasm). The daily dosage should not be increased beyond the recommended dose.
Patients should not use another medicine containing a LABA (Salmeterol, Formoterol Fumarate, Arformoterol
Tartrate, or Indacaterol) for any reason. Caution should be exercised when considering the co-administration
with long-term Ketoconazole, and other known strong CYP3A4 inhibitors (Ritonavir, Atazanavir, Clarithromycin,
Indinavir, ltraconazole, Nefazodone, Nelvfinavir, Saquinavir, Telithromycin). Since patients with COPD often have
multiple risk factors for reduced BMD, assessment of BMD is recommended before initiating this product and
periodically thereafter.

USE IN PREGNANCY AND LACTATION

Pregnancy: There is no adequate data on the use of Budesonide, Formoterol and Glycopyrronium 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 Budesonide, Formoterol and Glycopyrronium during pregnancy and labor.
Budesonide, Formoterol and Glycopyrronium 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 Budesonide, Formoterol and Glycopyrronium should be observed for adrenal suppression.

Lactation: There are no adequate and well-controlled studies on breastfed children or milk production with
Budesonide, Formoterol and Glycopyrronium products or with three of its components, Budesonide, Formoterol
Fumarate or Glycopyrronium.

DRUG INTERACTIONS

Strong Cytochrome P450 3A4 inhibitors (Ritonavir) should be used with caution because it may cause systemic
corticosteroid effects. Diuretics such as Xanthine derivatives or Steroids may potentiate hypokalemia or ECG
changes. Monoamine Oxidase Inhibitors and Tricyclic Antidepressants should be used with extreme caution. It
may potentiate the effect of Formoterol Fumarate on the cardiovascular system. Beta blockers should be used
with caution because they may block the bronchodilatory effects of beta agonists and produce severe
bronchospasm. Anticholinergics may interact additively with concomitantly used anticholinergic medications.
Avoid administration of Budesonide, Formoterol and Glycopyrronium with other anticholinergic containing
drugs.

PHARMACEUTICAL PRECAUTION
Avoid storage in direct sunlight or heat. Do not store above 30 °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

Trionid™ HFA Inhaler:

Each canister delivers 120 metered doses; each actuation delivers Budesonide BP 182 mcg, Glycopyrronium
Bromide BP 10.4 mcg and Formoterol Fumarate Dihydrate BP eq to Formoterol Fumarate 5.5 mcg.
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Trionid

Budesonide BP, Glycopyrronium Bromide BP and
Formoterol Fumarate BP HFA Inhaler

Prime Trionid™ 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 & Alcohol Free

Parts of Inhaler

NGl

Actuator ~ Metal  Dust Cap
Canister

HOW TO USE (31T faz)
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1. Shake the inhaler before each use.
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4. Hold the inhaler by placing your index

2. Remove the dust cap of inhaler. 3. Make sure the mouthpiece is clean

5. Breath out completely and slowly.
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et o foey | ¢. FIEEMEE T SRR wEA @

6. Place the inhaler in your mouth
between teeth and close your lips
around the mouthpiece
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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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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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9. After use replace the dust cap on the
mouthpiece.
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Note (m)

1. For Second puff of medicine is needed, wait for half a minute, then repeat step 5 to 9.
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2. Rinse mouth after each use.
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Cleaning your inhaler &ftz® ~fwie FRwRf)

at least once a week.
To clean your inhaler:

To stop your inhaler from being blocked, your inhaler must be cleaned
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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. Remﬁvle the protective cap from the mouthpiece by pulling it away
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clean, dry cloth or tissue.

3. Wipe inside and outside of the mouthpiece and the inhaler with a
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4.Replace the mouthpiece cap.
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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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