Fixonase®

Fluticasone Furoate 27.5 ug/spray
Nasal Spray

Description

Fluticasone Furoate is a synthetic trifluorinated corticosteroid
with potent anti-inflammatory activity for the treatment of
non-allergic and allergic rhinitis administered by a nasal spray.
Corticosteroids have been shown to have a wide range of
actions on multiple cell types (e.g. mast cells, eosinophils,
neutrophils, macrophages, and lymphocytes) and mediators
(e.g. histamine, eicosanoids, leukotrienes, and cytokines)
involved in inflammation. These anti-inflammatory actions of
corticosteroids may contribute to their efficacy in rhinitis.
Indications

Fluticasone Furoate is indicated for the treatment of the
symptoms of seasonal and perennial allergic rhinitis in patients
above 2 years of age.

Dosage and Administration

Adults and adolescents 12 years of age and older: The
recommended dosage is two sprays in each nostril once daily.
Patients 2 to 12 years of age: The recommended starting
dosage is one spray in each nostril once daily.

Patients not adequately responding to one spray in each nostril
once may use two sprays in each nostril once daily. Once
adequate control of symptoms is achieved, dose reduction to
one spray in each nostril once daily is recommended.
Contraindications

Hypersensitivity to the active substance or to any of the
excipients.

Warning and Precautions

« Epistaxis, nasal ulceration, Candida albicans infection, nasal
septal perforation, impaired wound healing. Monitor patients
periodically for signs of adverse effects on the nasal mucosa.
Avoid use in patients with recent nasal ulcers, nasal surgery, or
nasal trauma.

o Development of glaucoma or posterior subcapsular
cataracts. Monitor patients closely with a change in vision or with
a history of increased intraocular pressure, glaucoma, and/or
cataracts.

« Hypersensitivity ~ reactions, including  anaphylaxis,
angioedema, rash, and urticaria, may occur after administration.
« Potential worsening of existing tuberculosis; fungal, bacterial,
viral, or parasitic infections; or ocular herpes simplex. More
serious or even fatal course of chickenpox or measles in

Note for users

1. Use your Nasal spray as directed by your physician. Do not exceed the recommended dose. 2. This medicine has been
specially recommended by your physician for you. Do not allow any other person to use it. 3. Use within two months of

opening.

susceptible patients. Use caution in patients with the above
because of the potential for worsening of these infections.

« Hypercorticism and adrenal suppression with very high
dosages or at the regular dosage in susceptible individuals. If
such changes occur, discontinue use.

« Potential reduction in growth velocity in children. Monitor
growth routinely in pediatric patients receiving the medication.
Adverse Effects

The most common adverse reactions (>1% incidence) included
headache, epistaxis, pharyngolaryngeal pain, nasal ulceration,
back pain, pyrexia, and cough.

Use in Specific Populations

Pregnancy

Pregnancy Category-C

There are no adequate data from the use of fluticasone furoate
in pregnant women. Fluticasone Furoate should be used in
pregnancy only if the benefits to the mother outweigh the
potential risks to the foetus or child.

Drug Interactions

Based on data with another glucocorticoid (fluticasone
propionate), that is metabolised by CYP3A4, coadministration
with ritonavir is not recommended because of the risk of
increased systemic exposure of Fluticasone Furoate.

Use caution with coadministration of other potent CYP3A4
inhibitors, such as Ketoconazole.

Pharmaceutical Precautions

Do not store above 30° C. Keep the bottle straight with cap on.
Keep in a dry place. Protect from light and keep out of the reach
of children. Do not refrigerate or freeze. Shake well before each
use.

Commercial Pack

Fixonase® Nasal Spray: Each bottle contains 120 metered
sprays. Each actuation delivers 27.5 ug of Fluticasone Furoate
INN.

Manufactured by
BEXIMCO PHARMACEUTICALS LTD.

126, Kathaldia, Auchpara, Tongi, Gazipur, Bangladesh
3020006536 310322
® Fixonase is a

of Beximco Phar i Ltd.
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(@) ! 5 Parts of the device
— 1. HDPE container
(g0} 3 4 2. Metered valve
E 5 3. Nasal applicator
—_ g @ 4. Dust cap
(@) 5. Safety clip
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Please read this part before you start using your Nasal Spray

Before using:

1. At first, remove the safety clip. (Pic-1)

2. Shake the bottle well, then remove the dust cap. (Pic-2)

3. Hold the bottle (as shown) with your forefinger and middle finger on either side of the nozzle and your thumb underneath the bottle. (Pic-2)
4. Before using your Nasal Spray for the first time, or if you have not used it for a longer period, follow the instructions given below.

With the nozzle pointing away from you, press several times as shown until a fine uniform mist comes out of the nozzle. (Pic-3)

5. Blow your nose gently.

6. Close one nostril and put the nozzle in other nostril as shown. Tilt your head slightly forward keeping the nozzle in the upright position.
(Pic-4)

7. Start to breathe in through your nose and while breathing in, press down with your fingers once to release a spray. (Pic-4)

8. Breathe out through your mouth. Repeat steps 7 and 8 to have a second spray. (Pic-5)

9. Repeat steps 6, 7 and 8 for the other nostril. (Pic-6)

10. After use: Wipe the nozzle with a clean cloth and replace the dust cap. (Pic-7)

Note:

The first time you use Nasal Spray, you may sneeze a few times. This is because the lining of your nose is very sensitive. This is not likely to happen after the first few
dose.

This medication can, at times cause, a few side effects in certain hypersensitive individuals. If you notice any bleeding from your nose or experience any other

discomfort, please inform your doctor.
s
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Cleansing: Your Nasal Spray should be cleaned at least once a week.

1. Push the nozzle upwards to detach from the bottle.

2. Wash the nozzle and dust cap in warm water. Shake off excess water and leave to dry in a warm place. Avoid excessive heat.
3. Replace the nozzle and dust cap.

4. If the nozzle becomes blocked, remove it and soak in warm water. Rinse under cold tap water. Allow to dry and refit.

Do not use a pin or other sharp objects to unblock the nozzle.
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